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This report examines ways to reduce the 
incidence of hepatitis from blood tram3 
ftrsions, in&ding tie BBepawnent of Health, 
Education, and MJelfare’s plan calling for the 
elimination of the practice of purchasing 
blood. 

. 
GAO identifies a number of difficuities tith 
eliminating pwch2sed blood end makes 
seweral other recommendations to aliewiate 
the problem. 

GAO recommends 

-adopting a nation& or regional registry 
of unscceptable blood donors, 

-testing all units of blood for hepatitis 
by the best test available, and 

-emphasizing research to determine the 
effect frozen blood has on hepatitis and 
to alfeviate problems associated with 
frozen blood. 
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B-164031(2) 

To the President of the Senate and the 
Speaker of the Mouse of Representatives 

This report Bescr ibes actions that the Department of 
Bealth, Education, and Welfare can take to reduce the 
hepatitis risk associated with blood transfusions. The 
many persons who contract hepatitis after receiving blood 
transfusionsp the large cost to the Nation’s economy, and 
the widespread concern about the problem prompted our review. 

We made our review pursuant to the Budget and Accounting 
Act, 1921 (31 Li.S.C, 531, and the Accounting and Auditing Act 
of 1950 (311 U.S.C. 67). 

We are sending copies of this report to the Director, 
Office of Management and Budget, and to the Secretary of 
Bealth, Education, and Welfare. . 

Comptroller General 
of the United States 
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DIGEST ----a- 
Based upon statistical information dexiV@d in 

1 
I 

the early IWQ's, it was estim%tea theat hepa- 
titis associated with blmd tran~fusisnr.3 csf3t 
the Nation sewesal hundred ~Allbsn dolfars im 
1 ysar, (See p. 2.) \ 

Generally, o yctient recefwing a blcasd tram? 
fusion has a greater chance of contracting 
hepatitis fFOEl the b%Oob received if thatt 
blood was pu~ehased rather than dsmted. The 
mpartment of Health, Eduestdsn, ma Welfixe 
(HEa) proposes to alleviate the hepatbtbs 
problem by switching ts an sPl-woluntsey 
blood systea, 

However, certain paid denogs--patticulsrly 
some of tkme aasociatea with hoi3pita~ blcmd 
banks which obtain blood from weI.1 defined 
and control&zd donm populatimm--are le!se 
likely to transmit hepatitis thm certaifn 
volunteer donors. (See pa 6,) imminaeing 
all blood flco~? paid donors sboulbdf ~edaace 
the owercabl incidence of post-transfusion 
hepatftfs but ales . 

--will eliminate a sfgnfficawt zxxmt of psfd 
blood that, itn certain Casey, is safer than 
volunteer blood, 

1 
I 

? 
1 

4 I 

--will have no effect on high-risk volunteer 
blood, and 

--could cause blood shortage problezm. (See 
PO 6.) 

GAO proposed that the Secretary of HEW apply 
controls to help purge the system of hfgh- 
risk donors--voluntex as well as paid. SEW 
disagreed, statbag that the proposals were 
not workable or cost-effectztio and that an 
all-voluntary bloc- supply systera would best 
combat past-transfusion hepatitis. 

Iti&&& Upon removal, the rtpmt 
COWW date should be fided hereon. 

I 

1 
a 
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Hiaving evaluated BEB’~ comm?ntsp GAO is 
making recommendations which it believes 
will improve the quality of blood used in 
transfus dons D - 

GAO recommends that HE@3 (1) conduct research 
aimed at developfng objective criteria and 
methods for measuring the qusEi.ty of blood 
banking opsratieats anB (2) not call for 
elfmPnatfng blcmd from paid donors Bonating 
at banks which can show a valid record of 
supplying high-quality blood. (See 3. 25.1 

Host blood banks use don&x registries to 
prewent unacceptable person5 (such as Lao5e 
known to have causea hepatitis in the? past) 
from donating or f3eUimg bBsod, However, 
because 0% deficiencies Pm the operation of 
these registries, blood cor~tinueer to be ac- 
cepted from such persons and used in trans- 
fusions. (See p. 26.) 

GAO also recommends that the Secretary of DEW 
promote the establishment of a registry list- 

.ing individuals unacceptable a5 blood donors 
and employ procedures to &velop an effective 
registry system. BEW concurrecl with the in- 
tent of GAO’s recommendations but cited cer- 
tadn problems to be overcome. (See p. 37.) 

Simce July a, 1972, the Food and Drug Admin- 
istration ha5 required that blood collected 
by interstate blood banks be tested for Indb- 
cation5 that it Could cause post-transfusion 
hepatitis. The awailable tests are Iii- to 
40-percent effective. (See p. 41.) 

The Food and Drug Administration did not 
require interstate blood bank5 to use the 
best te!st, In addition, it did not require 
intrastate blood banks, which collect about 
40 percent of the Nation’s blood supply, to 
perform any test. (See pa 41.) 

GAO recommends that the Secretary of HEW 
develop a procedure (1) requiring that all 
units of blood collected be tested for indi- 
cations of hepatitis by tnz best test avail- 
able and ‘2) designed to insure that, in the 
future, new and improved tests are put into 
effect as soon as practicable. (See p. 46. I 
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Hepatitis transmitted through the transfusion of blood 
or blood product3 obtained from infected persons ia called 
post-tranafueion hepatitA.e and can be either hepatitis 24 or 
hepatitiF3 8. According to MlfH officials, rezent 3txJie3 
have shown that 30me post-transfusion hepatitis ca3e3 are 
being caused by an unidentified agent other than hepatitis 
A or B viruses. 

SHPACT OF HEPATXTIS 

k study prepared by officials of HEW's Center for Dis- 
ease Control (CDC) estimates that in 1970 the impact of hep- 
atitis in the United States was as follows: 

Deaths 

Cases 

Economic impact 
(millions): 
Direct costs (diag- 

nosis, treatment, 
and prevention) 

Productivity losses 
(note al 

Total economic 
impact 

Post- , 
transfusion- 
associated Non-post-transfcrsion 
hepatitis Hepatitis A Hepaeitis B 

3,700 1,014 460 

92,000 500,~00 70,000 

$40.9 $109.1 $31.1 

210.2 181.0 78.9 

$251.1 $290.1 $110.0 

d/ Represents productivity losses of persons in the labor 
force due to absence because of illness or premature 
death. 

According to a CDC official, sufficient data is not available 
to prepare a similar study for a period after 1970. 

We were unable to identify any other studies that dealt 
with the cost and number of cases and deaths for the entire 
hepatitis problem. HEW's office of the Assistant Secretary 
for Health has, however, prepared a study on post-transfusion 
hepatitis which made the following estimates for 1970: 
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Deaths 

Cases 

Economic impact (millions]: 

Direct costs (hospitalization) $25.2 

Productivity losses (note a) 70.5 

Total economic impact b$s. 7 

"Represents productivity losses of persons in the labor force 
due to absence because of illness or premature death. 

bDoes not include physician charges, or intensive care for 
those who eventually die. 

The estimates in the two studies differ greatly with 
respect to deaths caused b, v and economic cost of post- 
transfusion hepatitis. A CDC official believed his estimates 
properly reflected the hepatitis situation based on the data 
available. The study prepared by the Office of the Assistant 
Secretary for Health indicated that its estimates may be 
unaerstated. 

We reviewed the post-transfusion hepatitis problem and 
evaluated four methods for reducing it. 

POST-TRANSFUSION HEPATITIS 

Post-transfusion hepatitis-is caused by transfusing a 
unit of blood collected from a donor carrying the disease in 
his blood--a hepatitis carrier. The unit of blood collected 
is usually a pint. The hepatitis carrier may think that he 
is perfectly healthy, may not know he has had the disease, 
and, on physical or laboratory examination, may show no evi- 
dence of being a carrier. 

There is no specific treatment for curing post- 
transfusion hepatitis. Usual therapy consists mainly of 
complete or parLia1 bed rest and a nutritious diet. Most 
doctors consider it essential that patients abstain from 
alcohol,during and for a prclonged period after their illness. 

No vaccine is available to prevent hepatitis B; however, 
NIH officials said they are attempting to develop one. They 
estimated that this vaccine will not be available for at 
least 3 to 5 years. 
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In 1965 NIH researchers discovered a blood abnormality, 
called hepatitis B surface antigen (HBsAg), which has been 
linked to hepatitis B. Studies have shown that two-thirds 
of the people transfused with blood collected from donors 
with HBsAg will contract hepatitis. 

FEDERAL REGULATION OF FLOOD 

Because there is no vaccine to prevent post-transfusion 
hepatitis, all possible precautions must be taken to prevent 
the spread of the disease through blood transfusions. The 
Secretary of HEW regulates blood and blood products through 
two statutes--(l) section 351 of the Public Health Service 
Act, as amended (42 U.S.C. 2621, which requires blood and 
blood components or derivatives to be safe, pure, and potent, 
and (2) the Federal Food, Drug, and Cosmetic Act of 1938, as 
amended (21 U.S.C. 301), which requires that certain products, 
including blood and blood products, be safe and effective. 
Regulations promulgated under these acts are designed in part 
to prevent the collection and infusion of blood and blood 
products capable of transmitting hepatitis. The Secretary' 
of HEW has delegated responsibility for regulating blood 
and blood products to the Food and Drug Administration (FDA). 

Until April 3, 1973, only'blood banks in the District of 
Columbia or shipping blood in interstate commerce were re- 
quired to be federally inspected and licensed, However, 
regulations published on Jsziuary 31, 1973, require that, 
effective April 3, 1973, all blood banks register with FDA 
and be subject to its inspection. 

As of October 1974, about 5,500 blood banks were regis- 
tered with FDA, of which only about 275 were licensed to 
ship their products interstate. During 1971, blood banks 
licensed to ship interstate collected 5,626,200 pints of 
blood, representing about 60 percent of all blood collected 
in the United States. 

Regulations require FDA to inspect licensed blood banks 
at least every year and banks operating intrastate every 2 
years. These inspections generally include evaluations of 
donor suitability, blood collection techniques, and labora- 
tory procedures. 

On July 1, 1972, FDA required that all licensed blood 
banks start testing each donation of human blood for the 
presence of HBsAg. Blood that tests positive for HBsAg can- 
not be transfused or used in manufacturing injectible pro- 
ducts. HEW estimates, hcwever, that, depending upon the 
test used, only 15 to 40 percent of the units of blood cap- 
able of transmitting hepatitis will be de'-.ected, In 
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September 1975, FGA required intrastpte blood banks to test 
for HBsAg by the same testing techniu.;ues used by licensed 
blood bank. (See p. 41.) 

REPORTING MEPATITIS 

Data on the incidence of hepatitis A and hepatitis B is 
collected by CDC. Physicians report hepatitis cases to State 
health departments, which in turn report to CDC. CDC offi- 
cials estimate that only about 10 percent of the cases are 
reported to them. Because reports on the incidence of hepa- 
titis provide no detailed information on individual cases, a 
surveillance program was developed to obtain such data as 
age, sex, race, residence, exposure history, end occupation 
of the victim and date of onset of the disease for individ- 
ual cases. For cases of post-transfusion hepatitis, data on 
the blood transfused is also requested. Although CDC re- 
quests surveillance reports for all hepatitis cases, it only 
received reports for about 35 percent of the cases reported 
during 1973, 
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CHAPTER 2 

EFFECTB OF ELIMIEXATf%dG PAID BLOOD 

Many ~tudieb~) have ccmparf3d the risk of transmitting 
hepatitis through blood collected from paid versus volunteer 
donora (paid blood vcmm.3 volunteer blood). These 63tudiee 
have generally shown that the zfok of pxt-trarlgfusion hapa- 
titi~ is much greater from ammarcia paid blood than from 
volunteer blood. Commercial blood banks are proprietary in 
ownership and not located in hospitals. 

Because of the risk involved in transfusing csmmercial 
paid blood, a number of recent State and Federal actions 
have been taken to eliminate, or substantially reduce, the 
use of paid blood. These actions include (1) the enactment 
of legdslatian in Illinois and the introduction of many bills 
in the 93d and 94th Congresses to discourage the use of paid 
blood and (2) the establishment of an HRW goal to have an 
all-voluntary blood donation system. 

Our review disclosed that, although blood from paid 
donors is generally more likely to transmit hepatitis than 
blood from volunteer donors, some groups of paid donors-- 
particularly some of those ass&fated with hospitr.ls which 
obtain blood fram well defined and controlled population 
groups --appear to present a lower risk than many,volunteer 
groups l 

In addition, hepatitis is generally recognized to be 
much more oommon in drug addicts than other population 
grows I and most authorities believe that addicts would sell 
their blood rather than donate it. Huwever, responses ob- 
tained in our survey of 1,321 known drug addicts indicated 
that addicts in this group were more likely to donate than 
sell their blood. 

Although eliminating all paid blood should reduce +%ie 
overall post-transfusion hepatitis problem, such action (1) 
will also eliminate a considerable amount of paid blood that, 
in certain cases, is safer than volunteer blood, (2) could 
cause blood shortzge problems, and (3) will have no effect 
on high-risk volunteer blood. 

PRIOR STUDIES COMPARING HEPATITIS RATES 
OF VARIOUS DONOR POPULATIONS 

A study supported by NIH*s National Heart and Lung In- 
stitute and published in 1972 compared the post-transfusion 
hepatitis risk from paid and volunteer blood. The study in- 
eluded 4,984 cardiovascular surgery patients who received an 
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average of 7.7 units of blood at 14 university medical 
centers. Of these patients, 157 contracted post-transfusion 
hepatitis and 5 died of the disease. 

Of these 4,984 patients, 2,096 received traasfusions 
that were identified as coming from a specific category of 
donor. The following table shows the number ~3% hepatitis 
cases reported by donor category. 

Donor 
category 

Average number 
of units Patients He+&Ptis cases 

transfused studied Number Percent 

Volunteer--Red 
Cross 

Volunteer--other 
Paid--hospital 
Paid--commercial 

blood bank 

7.4 715 10 1.4 
ii:: 354 6 1.7 

396 13 3.3 

4.9 625 33 5.3 

These statistics suggest that paid blood is more risky than 
volunteer blood. The following tabke shows the percentage 
of commercial blood used and hepatitis cases by location, 

Elumbsr of 
post-transfusion 

Location of hepatitis cases 'Percent of 
medical center per I.00 patients paid commercial b!lood 

Lexington, Ky. 
Rochester, Finn. 
Minneapolis, Minn. 
Atlanta, Ga. 
San Francisco, Calif. 
Houston, Tex. 
Baltimore, Md. 
Boston, Mass. 
Indianapolis, Ind. 
Columbus, Ohio 
Cleveland, Ohio 
Denver, Cola. 
Chicago, Ill. 
Los Angeles, Calif. 

0.5 

2::. 

;:; 

2: 
2.6 
3.1 
3.3 
4.7 
8.1 
8.6 

3 
less than 1 
less than 1 

100 
24 

36 

44 
less than 1 

z; 

Overall average 2.8 21 

The only center which used loo-percent commercial blood 
ranked 6th out of 14 in the incidence of post-transfusion 
hepatitis. This center had a lower hepatitis rate than two 
others that were 100-percent voiunteer and another that used 
less than l-percent commercial blood. 
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In addktion, offhcial~ of the medical center in Ro- 
chsoter, MiWnBE30te. stat@d in 1974 thatl during the previous 
10 ywwb, ov r 2§3,OQO uwith3 of blood had been transfused, 
of which 60 pstr;cenL was colil33eted by the medical center's 
blood bank Brpom ph.3 dlonoms. Tkio center had the second 
lOW@BQ: rate of po#i3t-traa~%uebon hepatitfas cases per 100 
patients during the period of the study--March 1966 through 
Jmuary 1970. The offiefa%s added that the paid blood is 
collec%ed Prom 6pOO0 to 7,060 people, most of whom live with- 
in 50 miles of Rochester and respond to calls for donations 
wfthim 24 hcurs after notification. The people average 
about three donations a year. 

Another large-scale study, conducted by the American 
Mationah Red Cross, looked at HBsAg testing results for 
April tP,rough Dazember 1971 at all 59 Red Cross donor cen- 
ters, whfeh do not pay their donors. 
graphical breakdown was obtained: 

The following geo- 

Iumber of 
units 

Number of Reported 
positive incidence 

collected HBiiAg reports per 1,000 

Puerto Rico 9,590 33 3.44 
Southeast 436,045 ' 802 1.84 
Southwest 203,478 315 1.55 
South central 55,341 1.36 
Northeast 1,323,348 

1,407: 
1.36 

Northwest 114,978 95 9.83 
PIorth central 453,338 323 0.71 

’ Tot?ll 2,596,11% 3,044 1.17 
-- 

The incidence of HRsAg positives per 1,000 ranged from 0.2 
in Waterloo, Iowa, and 0.29 in St. Paul, Minnesota, to 3.10 
in Savannah, Georgia, and 3.44 in Puerto Rico. 

The highest rates in the United States were found in 
the Southeast: all six centers with rates over 2.5 per 1,000 
were in this area. The lowest rates came from the northeast 
and the north central area, where all eight centers with 
rates lower than 0.5 per 1,000 were located. 

Although the variance in rates among locations is great, 
the Red Cross study did not conclude that location was the 
only reason for the difference. Instead, the study indi- 
cated that both the geographical area and the socioeconomic 
structure of the dcnor population affected HBsAg rates. 
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EFFECTS OF STUDIES SiiOWING 
PAID BLOOD'S HIGH HISK - 

In addition to the National Heart and Lung Institute 
study, we identified eight other studies that claim to show 
the higher risk of transmitting post-transfusion hepatitis 
with paid blood than volunteer blood. With the exception of 
the National Heart and Lung Institute study, the other stud- 
ies dealt with commercial blood and not with other types of 
paid blood. For example, one study shows that when the 
Hines, Illinois, Veterans Administration hospital changed 
from a commercial base (92 percent paid donations) to a 
volunteer system (96 percent voluntary donations), post- 
transfusion hepatitis decreased from 20.8 to 7.7 percent. 

These studies have caused considerable concern among 
those involved in blood banking and have resulted in several 
actions aimed at eliminating or substantially reducing the 
amount of paid blood used. These actions, discussed in 
greater detail below, include 

--passage of "The Blood Labeling Act" in Illinois, 

--establishment of Federal goals, including elimin- 
ating commercialism in acquiring whole blood and 
blood components for transfusion, 

--introduction in the Congress of legislation de- 
signed to reduce or eliminate paid blood, 

--adoption by the American Blood Commission of an 
all-voluntary blood systr2m as a principal goal, 
and 

--a proposal by FDA to la, blood as paid or 
volunteer 

The American Blood Commission is a I.,r.profit corporation 
established to implement the National Blood Policy announced 
by the Secretary of HEW in July 1973. (See p. 11.) AC- 
cording to HEW, the Commission's members represent collec- 
tors of more than 85 percent of the Nation's needed whole 
blood. 

Effects of "The Blood 
Labeling Act" in Illinois 

The Illinois law was designed to eliminate paid blood!. 
HEW stated that, as a result of this law, reductions in the 
incidence of post-transfusion hepatitis are anticipated, but 
reliable data was not available to show such a reduction. 
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we learned that only the Chicago m@trOpobzL&an area was af- 
fcceed by the 1mJ because it had h%etork=xlly bswl n?lying 
on pafd blood wher@aw the 533mainder 02 tR'T3 statEa had bssn 
ueeing volunteer blood. ex!auae the law only reoertby went 
into &feet and becaua@ of the poor rseordfng and reporting 
of post-transfusion hepatith3 cases (ass eh. 31, WQ W8%r@ 
umable to detemin@ the law's impact on the post-transfusion 
hepatititj problem. We were able, however, to obtain some 
information on its effects on the blood supply. 

"The Blood Labeling Act," effective October 1, 1972, 
rsquities that (1) all blood be labeled as either purchased 
or volunteer and (2) after July 1, 1973, paid blood be ad- 
ministered only under the written direction of the treating 
physician and the reasons for its use be shown in the pa- 
tients ' medical records. Before the act over 50 percent of 
the blood transfused in Chicago wa5 paid blood. Blood banks 
started shifting to volunteer donors at the first indication 
that the law would be passed., The amount of volunteer blood 
collected and transfused in Metropolitan Chicago has in- 
creased since the act was passed. At the completion of our 
fieldwork in March 1974, however, paid blood was still being 
collected and transfused in Chicago and volunteer blood was 
being shipped in from other States and from other areas of 
Illinois to meet the demand. 

Although the law went into effect in October 1972, not 
until July le 1973, did the physicians have to show reasons 
for using paid blood. Most hospitals we visited have had to 
cse some paid blood since July 1, 1973, because of camergen- 
ties. During 1973 one Chicago blood bank distributed 7,663 
units of paid blood to Chicago area hospitals. A breakdown 
of paid blood distributed by this blood bank for the 6-month 
periods before and after July 1, 1973, is as follows: 

Paid units 
distributed 

Before July 1, 1973 4,893 
After July 1, 1973 2,770 

Therefore, although paid blood continues to be used in 
Chicago, it is apparently used much less. In addition, dur- 
ing 1973 more blood has been shipped into the Chicago area 
than has been shipped out. During 1973 four major Chicago 
blood banks received 20,000 more units of blood from out of 
State than they shipped out of State. This represented 
about 15 percent of their available blood. In addition, one 
w&s shipping paid blood out of the State in return for volun- 
teer blood. Chicago was also being subsidized by blood from 
other sections of Illinois. During 1973 a Peoria blood bank 
shipped over 4,000 units to the Chicago area. 
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Most blood bank ofiicials believed that a completely 
volunteer system could work but would take t;Fe,to become 
fully established. According to one bloos Lank official, 
Chicago was probably meeting its o;lm population's needs with 
volunteer blood but a shortage is caused by many patients in 
need of major transfusions coming to Chicago from outlying 
areas. 

Federal goals to eliminate paid blood 

On July ',O,‘ 1973, the Secretary of MEW announced the 
National Blood Policy, which identified four goals for de- 
veloping an improved blood service system. 

. 
c 

2. 

3. 

4. 

Supply. A supply of blood and blood products 
adequate to meet all the Nation"s treatment and 
diagnostic needs, 

Quality. Attaining the highest standard of 
blood transfusion therapy by fully applying 
available scientific knowledge and by ad- 
vancing thfl scientific base. 

Accessibility. Access to the national supply 
of blood and blood products by everyone in 
need,. regardless of economic status. 

Efficiency. Efficient collection, processing, 
storage, and use of the national supply of 
blood and blood products. 

To achieve these goals, the Policy called for attaining 
specific improvements in blood banking. Prominent among 
these is the transition to an all-voluntary blood donation 
system. The stated purpose of this change is to eliminate 
the acquisition of whole blood and blood components for 
transfusion from sectors of society in which transmissible 
hepatitis is particularly prevalent. 

On September 24, 1973, the Secretary of HEW called on 
the existing organizations involved in providing blood ser- 
vices to undertake an intensive and concerted effort to 
produce a plan for implementing the National Blood Policy. 
These organizations included blood banking organizations, 
medical and hospital professional groups, health insurance 
organizations, and consumer groups. 

In response to the Secretary's request, a proposal to 
establish an American Blood Commission was submitted to HEW 
on January 31, 1974. This proposal resulted from the efforts 
of the American Medical Association, American Association of 
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Blood Ba&s, Red Crotm, CouncdSI of Community B%ood CabiteSrs, 
Pl,Crn Ho8pital Associatisn, Am?rican Soeeeey of Cliaicah 

g%at8, w?d C0%fege of Amarhcan ~atRologi~~5~ cm 
tx PO, 1974, the Secxeiitary i.ndicated that the pmpsmd 

plrm WE&?3 consisten”% with the Nationa% Blood Polfcy. 

with resp@ct to eliminating paid bload, the plan calls 
for a ~yst:ema&ic and coordinated recruitment of volunteer 
donore. According to the plan, by the end of I.975 every 
blssd bank associated with ome of the three major blood 
banking organizations expected to be coEleeting al% its blood 
from vottmtees donors. These three organfzatiions are the Red 
Cross: the Americam Association of Blood Banks, a nonprofit 
a~soeiation for hokapital and other blood banks: and the Coun- 
cil of Community Blood Centers, a noriprofit organization for 
blood banks. En 197f these organizations collected about 80 
percent of the Nation's blood supply. 

The provisions of the plan approved by HEW do not apply 
to the collection of paid blood by commercfal blood banks or 
the transfusion of paid blood by hospitals. Paid blood col- 
lected by a transfusing hospital is generally less likely to 
transti$ hepatitis than paid commercial blood. (See pages 
7 ant3 17,) Under the plan, paid blood will. generally not be 
collected by the transfusing hospital. If this causei a 

' shortage at the hospital, blood colaLd be purchased from com- 
mercial blood banks. 

Introduction of legislation in thus Congress 
I 

During the 93d and 94th Congresses, at least 15 bills 
were introduced which were designed, in part, to reduce the 
imcidencs of post-transfusion hepatitis by discouraging the 
use of paid blood. A representative bill seated that: 

#* * * Conqresa further find5 that * * * since 
the virus hepatitis, malaria, and other diseases 
are transmltted In human blood and are found 
significantly more often in the blood of persons 
who donate for monetary compensation than in the 
blood of voluntary donors, the purity and safety 
of the national blood SUPPLY is serioualv threat- 
ened by the inadequate l&&i of vobuntari dona- 
tion and by monetary compensation of blood donors. 
The Congress therefore finds that the welfare of 
the United States will be promoted by devc ?pment 
of a 100 per centum voluntary blood supply rrs soon 
as feasiblec that voluntary donation should there- 
fore be encouraged and promotea, and that certain 
procedures and standards should be established 
wfh reRpoct to the operation of all blood banks 
in the United States." (Underscoring supplied.) 

12 



Sponsors csf two of these biP1s said that, atllthough most 
blood banks have perfozmed valuable services, some are re- 
laxed in their efforts to screen donors and thereby coLHect 
contamknated blood. They indicated that this is particular%y 
true of profitmaking (eemmerePa1) banks which purchase blood 
from donors such as alcoholics and drug addicts who sell 
their blood %o support their habits. 

FDA proposal to label blood 

On November 14, 1975, ETDW published in %he Federal, Weg- 
ister proposed regubations requiring blood to be labeled as 
paid or volunteer. In addition, the regulations would re- 
quire that the label state t&t paid blood is associated 
with a higher risk of transmi%%ing hepatitis %haw. volunteer 
blood. 

According to the proposal, FDA belih;:rss the requirement 
to so label blood (1) is necessary to provide physicians 
prescribing blood with important information regarding its 
source, (2) is consistent with %he Naticxal Blood Policy ob- 
jective to encxxrage, foster, and suppo12p% efforts %o estab- 
lish an all-voluntary blood donation qstemd (31 will not 
interrupt blood services now provided, 64) will increase 
significantly the demand for blood from volunteer or paid 
donors from blood banks having evidence tha% their donor 
population is as safe aa a volunteer donor population, and 
(5) will reduce %he risk of transmitting hepatitis through 
transfusion. The proposal provided no guidance, however, 
as to what evidence is neces~~ary to demonstrate that paid 
AOOB is as safe as volunteer blood. 

Interes%ed persons had until January 13, 1976, to submit 
written comments on the proposal. 

IDENTIFIC~TIOM OF HI6H- 
RISK BLOOD DOKQOR GROUPS 

To determine if the actions being taken to reduce or 
eliminate paid blood are justified, we developed KBsAg posi- 
tive rates for 21 of the 31 blood banks included in our 
review. These 21 banks were selected primarily because (1) 
they were located in areas where both commercial and volun- 
teer blood banks operated and (2) they collected substantial 
amounts of blood. The 21 blood banks collected blood at 32 
locations. At 7 of the locations, blood was collected from 
both paid and volunteer donors, 
donor groups. 

resulting in t total of 39 
Studies have shown that two-thirds of the 

people receiving transfusions with blood from donors testing 
HBsAg positive will contract hepatitis. 

‘ 
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The ratea we d~teloped are all based on the sane test 
method &a deteminkng whether a domr‘s blood is HBsAg 
positive. AccordBng to HEW, this te&--the counter- 
elactro~horeeio @sa3t---ir3 15-percent effective for detecting 
blood tzzq?&le a f ~ranmfttbng hepat5tis. Therefore, for 
every unit teetfrq positive for HBoA-g, them3 are about six 
other units not %wtfng positive buk capable of causing 
kG?tpt3titiS. Chapter 4 centaim fnfomkion pertaining to 
the Y~T$OUS tedste ueed es detect HBag in blood. 

Z:u; the period reviewed, the bPood banks co?.lect&I 
ll8,553 unfts of GEood fro% the 35 &x-xx groups, of which 
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Number of Units Units Positives 
donor groups tested plsitite per 1,000 

voltan~@a: 23. 300,860 504 1.7 
Paid le 117,693 575 4.9 

4 61,553 1,081 

This dm-&~~iS frAicates fdad, overall, paid blood ic about 
Wbree tisxff5 as likely to transmit hepatitis as volunteer 

basesd l HmwJeE, c4ome paid groups had lower positive ratoss 
than mkw3 veluntasr grsups. The breakdown also ohms that, 
td the 634gkt 6kmx grcmpo with positive rates of less than 3. 
per 1,000, fAxst@ are paid groups. Each area--Baltimore, 
C%icago, and I.&s Angeles-- has sorncz paid donor groups with a 
IImer HBsAg ra%t@ than SO~W volunteer donor groups. 
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1.0 
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1.3 
1.3 
1.3 
1.4 
1.4 

1.8 
1.8 
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P 
P 
V 
V 
P 
P 
V 
v 
P 
P 
P 
V 
P 
P 
v 
P 
P 
P 
P 

2.1 
2.2 
2-8 
2.9 

::t 
3.8 
4.1 
4.3 
4.4 
4.4 
4.7 
4.8 
5.0 
5.6 
6.7 
6.8 
9.0 

11.0 

%@o cllassfSioB the blood collected by tkie blood bank (the 
HIH Clinical Cwter) as paid blood because it paid 5onors 
$25 for every accond unit. About 92 percent of ifs 1972 
ckmurs aP4xeiveffi monetary compsnsation. 
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IL3Im officials advised us that a valid comparei§;on of 
BBsAg rates must consider the percewtaqs of blood collected 
from first-time donors. They stated that, if a blcmd bar. 
collected a large pePrcentage of blood from first-time donorS, 
its HBsAg ra%e would be higher than that of a blood bank that 
collectted a large percentage of blood from repeat donorso 
This is because repeat donors would have been previously 
screened and those testing positive for HBsAg would have been 
eliminated from the donor population, REM officials stated 
that, because %.he test only detects one ou% of sewen bad 
units of Mood, HBsAg positive rates are no% a gored indica- 
tion df the safety of blood unless they are rela%ed to %he 
percentage of first-time donors, The officials stated that 
tiers are more first-time donors in a volunteer system than 
in a paid system. 

/Jtbough it is entirely possible that a volmteer sys- 
tem has more first-%ime donors than a paid system, resulting 
in a higher IBsAg positive rate@ HEW officials &A no infor- 
mation showing %he extent of the difference or i%s effects. 
They agreedo however, that not al% paid blood has a high risk 
of transmitting hepatitis. 

Do;xor groups U and PF in.the table represen% paid and 
volunteer dononrs at the same blood bank. In February 1974, 

. %he blood bank discontinued collecting blood from paid 
donors to comply with the Bationak Blood Policy- However, 
this bankss BBsAg positive rate for paid donors was only 
2.1 per E,OBO, while its rate for volunteer donors was 4.7 
per I,OOQ, According to an official at the blood bank, 
efforts were being made to increase volunteer donations to 
make up fog the loss of paid dnno~s, He also said tha% %he 
rate was lower for paid blood because this blood was col- 
lected from repeat donors that were hospital employees that 
had been tested for HBsAg with each donation. 

Donor group C with HBsAg positive rate of 0 represents 
employees at the NIH Clinical Center who are paid for their 
blood, Despite its low rate, the Clinical Center discon- 
tinued paying donors on January 1, 1974, to comply with %he 
National Blood Policy. During th- 6 sonths af%er that date, 
the Clinical Center collected 2,l. 5 units of blood compared 
to the 2,548 units collected during the same 6 months of 
1973. 

According to HEW, both the gain of donors following 
institution of a paid donor system at NIH and the relatively 
small loss or donors following cessation of this system were 
caused by many variables, including the adoption of a COP- 
puterized donor retrieval system, variations in donor re- 
cruitment campaigns, and changes in tts dor,or popularion due 

t : : t.- 
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to abolition of the military draft. HEW calculates the r@- 
duction in dOrlOKS to be 14 penzent and states that it began 
while payment was still in.use. HE34 aHed that the Clinical 
Center has not had trouble obtaining sufficient blood from 
volmta~y donors to meet its needs despite published recruit- 
ment messages by NEH. 

On September 9, 1975, however, the Clinical Center 
issued an appeal for blood donors- The appeal stated that 
(1) the amount of blood coI.lected by the Center fell short 
of meeting its needsp (21 the number of active MIH blood 
donors was at an all-time low, and (3) without additional 
NIH donors, the employees blood assurance program might have 
to be curtailed. 

Further analysis of the paid donor groups showed that 
the overall positive rate for paid blood collected by km- 
pita1 blood banks was lower than the rate for paid bloocl 
collected by commercial blood banks. 

Number of Units mits Positive 
donor groups tested positive per 1,000 

Paid-hospital 
Paid-other 

(note a) 

Total 

? 26,509 71 2.7 

18 91,184 504 5.5 

18 117,493 575 4.9 - - 

aRepresents commercial and nonprofit bl& banks that pay 
their donors. 

This data indicates that, overall,. paid blood collected by 
hospital blood banks is about twice as safe as that collec- 
ted on a paid basis by other blood banks in our sample. 
A breakdown by individual donor group indicates, ho&ever, 
that not all hospittll paid donor groups are safer than 
other paid donor groups. 

For example, of the 18 paid donor groups, a hospital 
blood bank had the secofid highest positive rate. In addi- 
tion, of the four paid donor groups with the lowest rates, 
only two were hospital groups. 

If the hospital with the highest positive rate was 
omitted from the above analysis, the average positive rate 
for the remaining six hospital blood banks that pay their 
donors is 1.7, which is comparable to the positive rate 
for volunteer blood banks. The hospital blood bank with 
the highest rate was the only one of the seven which did 
not screen donors for drug addiction, 
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Our review indicated that, although the overall HBsAg 
positive rate for paid doopcar groups was about three times 
higher than for volunteer don~s groups, some paid groups had 
lower positive rates than some volunteer groups. (See p. ES.) 
Pm examplep paid clonors at owe blood bank had a positive 
rate of 0 per 1,6C10t while volunteers at another blood bank 
had a rate of 5.6 per 1,000. To attempk ta explain this 
varialio~, we looked for a possible association between the 
HBeAg ratxt?S and the socioeconomic COAditiOA ,: the area fron 
Which %hE? blood bEta%k dJ3W its dOAC9Z'S. A Red Cross study 
,f~f~spe 8) had %AdiCatG’d that this factor affected *he HBsAg 

. 

We a&ed blood bank officials for precise geographical 
area5 from which their donors were dram. We selected 21 
dsoncm groups far which blood bank officials had knowledge 
about where their donors lived anzd for which blood 5ereeAiAg 
techniques were approximately the same. We eljminated from 
our analysis blood banks that were collecting blood from a 
specific segment of the population, such as students or 
milit~by personnel. 

Using the geographical boundaries given by blood bank 
ofiicials, we developed socioeconomic information, including 
income and housing characteristics, for these areas on the 
bah3 of P97Q ce~5us data. The tab&! 8~ the fo%l~wing page 
s rizeb this infermatisn, indicating whether each group 
was a paid or volunteer group. 

Although the average HBsAg positive rate was only 1.5 
per 3,000 for the volunteer groups as o?r?used to 5.0 per 
1,000 for the paid groups , our statistical analysis of the 
data shows that the socioeconomic conditions of the area 
from which the donors came was more strongly related to the 
HEsAg positive rates than was the factor 05 whether they 
volunteered or were paid. For example, l ..e percentage of 
families below the poverty level, the f,;ctor with the high- 
est degree of association with the HBsAg rates statistically 
explains 63 percent of the differences among the blood banks' 
HBsAg rates. Whether the donors volunteered or were paid 
statistically explains 36 percent of the variation in the 
HBsAg rates. A more detailed explanation of our analysis is 
set forth in appendix IV. 
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HBsAg 

Donor Type of positives 
groups donor per lfOO0 

A 
D 
E 
F 
H 
K 
L 
N 

! 0 
Ii 
Y 

s 
z 

cc 
DD 
EE 
FF 
HH 
JJ 
KK 
LL 

: . MM 
* 

Volunteer 
Volunteer 
Volunteer 
Paid 
Volunteer 
Volunteer 
Volunteer 
Paid 
Volunteer 
Volunteer 
Paid 
Paid 
Paid 
Paid 
Paid 
Volunteer 
Paid 
Paid 
Paid 
Paid 
Paid 

0.0 
.6 
.a 
.8 

1:: 
1.3 
1.4 
1.4 
2.9 
3.0 
3.5 

i:: 
4.4 
4.7 
F.2 
6.7 
6.8 
9.0 

li.0 

Income characteristics Mousing Characteristics 
Percentage Estimated Percent Percent Percent 

below median backing lacking built 
poverty family complete complete before 

level income @urnbin% kitchen 1940 

10.9 

1::; 

::i 
2.8 
2.8 
8.2 
8.2 

1% 
9.9 

11;9 
15.4 
13.9 
26.2 
20.6 
38.2 
13.0 
17.5 
38.. 2 

$ 4,371 
llr915 

7,730 
7;;35 

1$,075 
13,833. 
13,831 
10,282 
110,282 
13,627 

78542 
10,535 

7,730 
8,642 
8,676 
6,843 
7,500 
3,747 
7,542 
8,251 
3,747 

1.2 
.6 8.1 

2.2 

;:; 
p’:; 1.5 
ii:2 
ii:: 
5.0 
2.3 

2”:: 
34.3 

2.2 

i:: 
5.9 

:2 
.8 

1:: 
1.6 

2:: 

2:: 
3.2 
1.3 

3*: 
47:s 

2.6 
5.3 

47.7 

18.0 

7;:: 
10.5 
22.3 
17.9 
17.9 
31.6 
311.6 
13.5 
47.6 
32.2 
79.1 
66.1 
68.0 
82.4 
73.3 
81.7 
47.6 
75.5 
81.7 



Percent below poverty level Average number of positives 
of the drawing areas per 1,000 doaors 

0 to 5 1.30 
5 to 10 , 2.43 
10 to 15 4.54 

-15 to 20 6.28 
20 and above 7.73 

Although the poverty-level factor seems to have a stronger 
aseoeiatisn with high EDsAg rates than does the paid-volunteer 
factor, there are exceptions. For example, two donor groups 
with positive rates of less than 1 per 1,006 have a percent- 
age below poverty level of more than 10. In contrast, six 
of the donor groups with positive rates in excess of 1 per 
1,000 have a percentage below poverty level of less than 10. 

. 
Various studies indicate that the high incidence of 

post-tramsfusion hepatitis from paid blood is partly caused 
by commercial or profitmaking blood banks' obtaining blood 
from drug addicts, who have a very high rate of HBsAg posi- 
tive blood. A study partly supported by the NEH grant funds 
shows tha$ addicts8 HBsWg positive rate is 42 times greater 
than that of the general population. We discussed this 
matter with officials of drug treatment centers, who believed 
that most addicts would not sell or donate their blood 
because 

--they would expose themselves to possible iden- 
tification and police harrassment, 

--the money received for a unit of blood is small 
($5 to $10) and does not go far toward support- 
ing a habit, and 

--addicts dislike letting anyone puncture veins 
they need to maintain their habit. 

We distributed questionnaires (a copy of which is in- 
cluded as app. V) to various drug treatment centers in Boston, 
Baltimore, Wew York, Los Angeles, and Chicago. We requested 
that information from persons being treated be obtained 
through interviews conducted by center personnel. Many of 
1,321 addicts interviewed that injected drugs responded that 
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Pedlsral regu1aeiona for ineercjttaee blood bankf3 state 
that m8 %ndfvidual shall be ueeti a5 a SOUKCB of blood for 
tzGB¶afWion bf he has 

---a Ristsry Qf viral hspatieis OK 

--skin punctures ok scars on his a~rns QK forearms 
idica%%vs of addiction to self-injected narcotics. 

ThPfi3 da%a, howeverg indicates that drug addicts have 
bt2en su@ceesfanl at amating and seflingr their blood. Of 287 
zLlCMict5 who reported attempting $0 aonaee 0% sell their 
bhXd, 252 :8&3 $mm?nt~ reported they were suecesa%ul. They 
rf2pOrted dona-%iean0 and salee of a total of 1,533 units of 
blwd, 283 after they knew they had hepatitis. Other addicts 
-lay have ha34xqxiQi$i0 without knQwing it. 

m bringing our finaings to IEm’ att;ention, we propor;@d 
tG:hs% it: 

--Berfoaically K@Vi@W the HE0Ag positive rates of 
blsod banks and the CEAEXG of post-transfusion 
hepatitis re5ulting from the transfusion of 
lb10063 collected by the bank0 to insure that 
they iare within +% established limits. Th@ 
extent and prio~iky :n scheduling these re- 
views should be deter.aimzd on the basis of fac- 
tors which show a high correlation with post- 
trans&sion hepatitis, such as the percentage 
of p42rsone below property level in the donor"s 
neighbs~hood and whether the donor is paid or a 
volunksefp, 

--Delete from the National Blood Policy the pro- 
ariskon calling for eliminating the practice of 
purchasing blocrd from donor5 and, in its place, 
reguire each blood bank to stay within the 
limits dsacrib-ied above. 

23 



--Make known to blood banks our findincrs about 
drug addicts donating and selling their blood 
and stress the importance of not accepting them as domxs. 

Except for the last proposal (with which it agreed with I 
some reservation) # HEW strongly disagreed with our proposals. ' 
(see app. I.) It pointed stat many problems it perceived as 
bearing on the feasibility and practicality of the first 
two propcsals. Concerning the third, it believed that more 
could be dome to prevent transfusion-related hepatitis by 

i 

relying totally on unpaid donors than by any other single I 
measude or combination of measures. I 

Comments received from the American Blood Commission I 
w@re in general consonance with those of HEW. (See app. III. 1 

Although we do not agree with all the reasons HEW gave 
for opposing our proposals (See app. II for our detailed 
annkysis of HEWss cements opt these proposals), we have 
concluded that establishing , as bases for direct blood bank 
regulation, !ll specific maximum rates for positive findings 
of HBsAg would not be feasible and (2J specific acceptable 
incidence rates for post-transfusion hepatitis would, given 
the problems in obtaining valid data on such cases (see ch. 
31, be at best questionably practical at the present time. 

We continue to believe,. however, that these indicators, 
and the others mentioned in the second proposal, can be use- 
ful bases for (1) establishing priorities for and the fre- 
quency of inspections of blood banks and (2) offering sugges- 
tions for changes in practices to improve blood quality. 1 

Regarding the third proposal, we agree that switching 
to an all-voluntary blood supply, if it can be accomplished I 
without causing shortages , would be expected to reduce the 
overall incidence of post-transfusion hepatitis. j 

Evidence clearly indicates, however, and HEW agrees, 
that some blood banks which pay their donors supply blood of 
relatively high quality and of a higher quality than others 
which rely fully on volunteer donors. This is particularly 
true of hospital-operated blood banks which obtain blood 
from well defined and controlled populations. We believe 
that the part of the National Blood Policy which calls for 
moving toward an all-voluntary system should not arbitrarily 
call for eliminating paid blood from banks which can show a 
valid record of supplying high-quality blood, particularly 
if such action could jeopardize the adequacy of the blood 
surgly or force a reliance on blood from other sources, from 
either paid or volunteer donors , which is or may be of lesser 
quality. 
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Additionally, merely moving to an all-voluntary blood 
supply will clearly have no effect on the incidence of 
hepatitis caused by volunteer blood collected by banks which 
do not have a record of supplying high-quality blood. Al- 
through the measures suggested in chapters 3 and 4 (with 
which FEW generally agrees) should result in some improve- 
ment in this regard, we believe that HEW sAouBd consider 
conducting research aimed at developing objective criteria 
and a methodology for measuring the quality of blood banking 
operations to be used in directly regulating blood banks. 
Such research should include a study of the feasibility of 
using actual hepatitis rates as a measure of blood banksD 
operationso 

RECOE%MENDATIONS TO THE SECRETARY OP HEW 

We recommend that the Secretary: 

--Conduct research aimed at developing objective 
criteria and. a methodoBogy for measuring the 
quality of blood banking operations for use in 
directly regulating blood, banks. 

--Use indicators-- such as HBsAg positive rates, 
incidence rates of post-transfusion hepatitis, 
percentage of persons below thepoverty level 
in the donor@s neighborhood, and whether the 
donor is paid or a volunteer---as a basis for 
establishing priorities for and frequency of 
inspections of blood banks and fog suggesting 
changes to improve.blood quality, 

--Modify the National Blood Policy so that it 
does not call fx eliminating paid blood from 
banks which CCA show a valid record of supply- 
ing high-quality blood. 

--Make known to blood banks OUT findings about 
drug addicts donating and selling their blood 
and stress the importance of not accepting 
them as donors. . 
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CHAPTER 3 

DEdELOPING a FEDERAL REGISTRY 

OF UHWCCEPTWBEE DBNQRS 

BBsod banks generally maintain a recif3:ry to identify 
dmors that are carriers of hepatitis to prevent the future 
collecttion of their blood, Information used by the blood 
banks to identify hepatitis carriers includes (11 the re- 
sulbts of scree~ni~ag sf donors by the blood banks for such 
4zhiPsgs a8 Eligne, of drug addiction* (2) the results of HBsAg 
testing, (3) reports from other blood banks on donors that 
ase CaPKiePsB and (4) reports from hospitals on cases of 
psst-transfusion hepatitis that resulted from the use of 
blosd furnished by the blood bank. 

Mo uniform criteria existed for determining whether a 
dons~ should be classified as unacceptable: blood banks were 
unaware of many post-transfusion hepatitis cases that re- 
s~~J.ted fsom the u5e af their blood: information on unaccept- 
able donors was generally not exchanged between blood banks; 
blood banks often did not ;?rqperly maintain their registries; 
and wme blcmd banks did not even use a registry, Therefore, 
attempts to prevent hepatitis carriers from donating blood 
by using registries have often proven ineffective. 

We believe there is a need for (1) critrrla for deter- 
mining wqether an individual is unaccepkable and (21 a reg- 
i8tgy of ckmors that are determined to be unacceptable under 
tho8e criteria, The system for obtaining much of the infcr- 
m&ion needed for such a registry exists, but the information 
is incomplete and is used for other purposes, We believe 
that, with some additional cost and with strong enforcement, 
a system could be developed which would greatly reduce the 
post-transfusion hepatitis problem. 

SYSTEH FOR REPORTING BEPATLTIS CASES 

The MatiogAal Morbidity Reporting and Surveillance of 
Communicable Diseases system is a cooperative system between 
CDC and the various State health departments. The State 
health departments report the incidence of about 30 corr-uni- 
cable diseases, including hepatitis A and hepatitis B, to 
;;;d;z;klY’ CDC officials estimate, on the basis of past 

that only about 10 percent of the actual cases are 
reported to them. CDC gathers additional, more detailed 
information from the State health departments on 12 of the 
diseases, including hepatitis. For cases of post-transfusion 
hepatitis, this includes the name of the patient and hospital 
where the transfusion was performed. 
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For exa~le, the recoa;-ds of two $lood banks it? ~ica90 
showed that hospitals had advised the blczmd bad%3 %bas: x72 
cases of pose-transfusion hqx&itis Lb3 reesullted durfng 
fiscal years 1972 and 1973 f‘rom blo& f?ornished by th6%@, 
Ths hlsspitals report:ed only 30 of the~2 ca3peb te dw3 %scah 
health depart.ment. 

In adc!itbm, health departments in fllinsiw rscs~v& 
reports for 9nBy 131 C~~CS of poet-transfwisn hspwt$d=is for 
the entire State during fiscal years 197.2 and 1973, RI% the 
cases were reported by hospitals ;and none by priv.a&@ pkysi- 
cfans l C D C  and the 8%fice of the Aasish9t Secaefzxy few 

Health both catFmate that about SO ~CXXXS& of k,rssw~~ cases of 
post-transfusion hepatitis are treated by prfvatc play~iciaws 
and do not require hospitalization. 

A Chicago Board sf Health study covering Se@x&er 1, 
1972, through I'uqust 31, 1973, showed that, of 74 cases sf 
post-transfusian hepatftis diagnosed by ChSraga ksq.4tala, 
only 6 (8 percent) were reported to the board of health, 

k similar California Department of Health study s3hc+wd 
that 200 sinmpled hospitals reported only 32 cases oP hepe 
titfs B in 1972, whereas the hoepftal.a' msdicaf. ree~rds 
showed a total of 174 casts. Pox 27 hospitals revic?%d ill 
Lc90 Angeles county, only 11 of 63 cases (17 perGsrat$ were 
reported. 
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FDA regulations for licensed blood banks and proposed 
requlations for registered blood banks state that no individ- 
ual shall be used as a sclagce of blood for transfusion 4E he 
has 

--a history of viral hepatitis, 

--a history of close contact with an individual 
having viral hepatitis within 6 momths of 
danation, 

--skin punctures or scars on his arms indicative 
of addiction to self-injected narcotics, or 

--tested positive p or is known to have tested ' 
positive in the past, for HBsAg. 

These regulations do not provide for rejecting donors L 
who have been implicated in one or :aore cases of post- 
transfusion hepatitis. 

I - : -.__- 

In addition to the FDA regulations, the American Assoei- 
ation of Blood Banks recommends to its member banks that a 
donor be pemanently excluded if (1) his was the only unit 
of blood, blood compsnent, or derivative administered to a 
patient who developed post-transfusion hepatitis within 6 
months or (2) more than one recipient receiving blood, blood 
componentsp OH derivatives prepared from his blood have de- 
veloped post-transfusion hepatitis, 

The Askociation standards also recommend that, if a 
donor is not excluded on the basis of his implication in a 
case of post-transfusion hepatitis in which the patient 
received blood from more than one donor, the case should be 
reviewed by the blood bank"s physician. 

The Red Cross requires its centers to follow all the 
above criteria set forth by FDA regulations and the 
association. 

BLQOD BANKS UNAWARE OF 
POST-TRANSFUSION HEPATITIS CASES 

For cases of post-transfusion hepatitis, the local 
health departments in Chicago and Los Angeles obtain from 
the hospitals in their area the identifying numbers of the 
units of blood transfused and the names of the blood banks 
supplying the blood. 
ments, 

According to the local health depart- 
they do not forward this information to the blood 

banks. 
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PPaspital and blood bank officials in these areas said 
they have an informal! s%pstem for identifying hepatitis 
carriers whereby the Aospitals notify the blood banks of any 
units sf their blood involved in a case of post-transfusion 
hepakitis, The blood banks@ in turn0 note this information 
in tke donor reeQKds. 

In the Boston area the State health department notifies 
the &essaehusetts Red Cross Blood Program of cases of hepa- 
titis reported by hospitals. The Wed.Cross then notifies 
the hospital performing the transfusion and requests identi- 
fgding information for any Red, Cross units transfused. 

The idantifying iwformation is used by the Red Cross to 
note on donor r6~~.~ds that the donors were implicated in a 
case of pest-transfusion hepatitis. This may cause the donor 
to be excluded Prom making future donations. 

T5 deternine the effectiveness of the informal reporting 
system used in the Los Angeles and Chicago greas# we se- 
lected 1,493 units of blmd which hospitals reported to the 
local health departments as being involved with post- 
transfuion hepatitis cases during fiscal years 1972 and 
1973, Wlsop from our review of records ar four Boston area 
hospitals, we selected 231 units of blood wGch the hospi- 
tals iderxtified as being involved with post-transfusion hepa- 
titis cases during the same period We selected these 1,724 
units b=ecause they were collected by 13 blood banks we had . 
seleetd for ~evieiw, 8 in the Chicago area, 3 in the Lss 
Angeles area, and 2 in the Boston area. All 13 blood banks' 
maintained a registry of macceptable donors. 

In 748 cases the blood banks did not note on the donor 
records that the donores blood was involved in this case of 
post-tmmsfusion hepatitis. 

UP its 
involved 

Donor records not noted 
Number Percent 

Chicago 955 174 18 

Los langjeles 538 425 79 

Boston 231 149 65 

Total 1,724 748 43 

The schedule shows that, in 43 percent of the cases are- 
viewed@ the bloc& banks were either not notified of the 

; 
! 

unit's involverrent with post-transfusion hepatitis or did 
not record the information in their records. 



AcCoPdikag &a, taae blood barkksU criteria, 78 of the 748 
dOAOE% would have been placed on tkke blood banks6 registries 
of macceptable doraoks if the bakaks had been made aware of 
and bad recorded the dowors6 involvement with cases t;f 
post-~aASfUSiOxa hepatitis. This would have prevented *he 
78 domrs from making future donations at these bioud banks. 

Rest of the blood banks we reviewed maintained some 
type of records on permanenPl%y rejected donorsl but the 
areas ue reviewed had no central registries listing aILl re- 
jected donors, The exchange of donor information between 
blo banks was poor6 resultirkg in many personas being ac- 
cepted as dokaors at one bkmd bank after beiwg classified 
as hepatitis risks by another. This problem wouPd not exist 
if doslors @oasistently attempted to give blood at the saz~ 
blood bank or if blocd banks exchanged donor information, 

Wa reviewed dokask krx2bility in the Chicago, Los Angeles, 
and Baltimore areas and noted many instances in which donors 
had given. blood at more tbam one blood bank. According to a 
blooc2 bank officiaf, this is due to n&-b&al moving habits 

. and the desire to donate at the most convenient location. 
Also, with -Sac trend toward industrial and community blood 
donations, a person could donate at work and in his com- 
munity. PHI addition, replacement donors tend to donate at 
the patient's hospital, 190 matter where they live. 

The Red Cross maintains a national registry of un- 
accept&b%@ blood donorsP which is used by its 59 centers 
to identify unaeceptabk~ donors. Duing our review, how- 
ever@ the information was not generally exchanged with other 
blood banks near the centers. Since the inception of its 
national donor registry in 1971, the Red Cross' policy has 
been to encourage the exchange of information with other 
organizations. In 3anu‘ary 1975, however, the Red Cross 
said that only 13 organizations had agreed to exchange 
information with it on unacceptable donors. 

Chicago area 

'khs Chicago Board of Health requires every blood bank 
in the city to submit information, including the donor's 
name, address, birth date, social security number, and 
blood type, on all donors who test positive for HBsAg. The 
board of health sends a monthly report listing each such 
donor to blood banks within the city. However I only four 
of the eight blood banks in Chicago that we visited used 
the listings. The four blood banks not using the listings 
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dLd not do so because (1) one did not receive the Pistings, 
(2) two would not rely on other blood bank5;" infoPmatisn, 
and (3) the fourth cou%d not afford the time to check donors 
against the listo. 

The Chicago Board of Health does not attempt to collect 
information on persons permanently rejected by blood banks 
for HBasOns other than positive PBsAg test results. Thf2 
blood banks in the area do not usua8ly exchange any type 
of in fo2rmation. 

Our review of donors reported by the board of hc&Zth 
and to blood banks in the Chicago area showed that between 
larch 1970 and January 1974, 1,128 donors had bean reported 
as testing positive for BBsAg* FDA regulations state thaQ, 
if a personDs blood is found.to test positive fcr HBsAg, a 
blood bank my not use his blood fcsr transfusion purpoeso, 

We also btxmd that 55 of thsse &mom (55 paid donors 
and 10 vofunteer donors) were tested as being positive for 
H&&g at more than one blood bank. Eighteen of these were 
tested positive at three or more %ocations. 

The fact of donor mobility and the need for exchange 
of information among blood bank, = are %urther demonstratsd 
by our review of donor records at two blood banks. We found 
that 48 donors were rejected and placed in the registry of 
unacceptable donors at one blood bank because they had been 
involved with cases of post-transfusion hepat!.tis. Of 
these, 11 subsequently donated blood at the second bank. 

Los Angeles area 

Three Los Angeles-area commercial blood banlest oper- 
ating a total of five donor collection centersp were in- 
cluded in our review. Officials of these banks believed 
that many persons donate blood at more than one location 
and consequently had established a system for the banks to 
report weekly to Each other the names of rejected donors. 
This was the only information exchange we noted between Los 
Angeles-area blood banks. 

To determine these donors' 
effectiveness, we analyzed th 

mobility and this system's 
records for about 1,700 in- 

dividuals whose last names begin with the letter R and who 
had donated blood at four of the five donor collection 
csnters (three in Los Angeles and one in Long Beach) during 
the year ended June 30, 1973. 

Of the 1,700 individuals, 195 (about 11 percent) had 
i 
b 

donated at more than one of these centers. Also, 33 had i 
1 
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donated in both Long Beach and I;as Angeles, which are about 
25 miles apart. 

Of the 1,900, 239 were claas%fisd as unacceptab%a 
donors and thcrc%ore should have been excluded from donating 
at all four centers. Of the 239, 14 wc?re subsequently 
accepted as donors at one of the other centers, They do- 
nated 29 units of blood after they had been classifi6.d as 
unacceptable. Officials at these blood banks believed that 
this had occurred because the donors' names were not re- 
ported into the system or the information was not conspicu- 
ously annotated on all donor records. We were not abks to 
determine the number of unacceptable donors rejected as a 
remit of this system because records were not maintained 
for such rejections. 

Baltimore area 

In the Baltimore area8 we cowered donor records at two 
blood banks to determine if (1) the same donors were donating 
at both banks and (2) the banks had bnformation that shsuld 
be shared, 

We cross-checked about Zt400 w s and fauna that 31 
had donated or attempted to donate at both blood banks. Two 

1 of these donors had been rejected by one blood bank and had 
subsequently donated a total of ffwe units at the other 
blood bank. If these banks had shared donor information, 
the second bank would have known not to accept these donors. 

There were many instances in which the maipatenance of 
donor registries in all four cities visited could have been 
better. 

Boston area 

At one blood bank, a registry of undesirable donors was 
maintained but used only to avoid calling such donors to 
solicit blood. It was not used for its primary purpose-- 
screening walk-in donors. 

The blood bank generally relied instead on HBsAg testing 
and donor notification letters to prevent unwanted donations. 
As previously noted, however, HWsAgl testing only detects 15 
to 40 percent of the units of blood capable of transmitting 
hepatitis. Moreover, 9 of the 16 donors rejected during 
fiscal years 1992 and 1993 because of positive HBskg test 
results were not advised against further donations. As a 
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result of these deficiencie5, owe dsnor has been %mpBicated 
in thrree pzx%4sms%uaisn hepatic3 ca&ses. 

After discussions with us, officials of the blood bank 
established a domx registry,in theim: donor room am3 nEQw 
screen all prospective aonOrS* As a fresult, at least one 
donoK has been clasEdf%ed as unacceptable who haa pPeviQusly 
been implicated in two cases of post-transfusion hepatitis 
and had been notified not to donate again. 

Officials at amther blood bank said they maintained a 
listing of unacceptsbbe donorsP but tiey were tmable to lo- 
cate it at the time of our review. W@ attempted eo rewiew 
the reccx53s for Il. domrs implicated in post-transfusion 
hepatitis cases, The K@csKao for five showed no inaicati5ns 
that they were associated with psst-trmsfusiow hepatitis. 
We were unable to locate the records for the other six. 

Chicago a!gea 

one bl a& collected iTtkm.lt 95 scent of its dona- 
tions By bl: biles e fficial of this 
bLc+od bankp 

Accoraing to 
units crblllected are not checkeQ% against the 

regis;ltKy of unaceept~le ak%aoK@ until 
CObleCkiQnp 

ut 10 days3 after 

tKawofused. 
by which time the blwd may have zdKe!aay been 

IIf the donolr had been previously rejected and 
the unit was already shipped to a hospital, the hospital 
wcsuld be ncrBsi%ied. to dissard td=xe tuft. Hf the unit had been 
transfused, the patien$es doctor would be notified. 

Ansthe~ blood bankss regi8tq included only unaccept- 
able donom who tested positiv& fog BB5&3 and not those re- 
jected for such reafxms a8 indications of drug addiction. 
Moreover I the registry was not being effectively used. 
Donors testing positive for BBsAg were notified by mail not 
to give blood again. Blood bank officials believe that this 
effectively precludes their returning to donate. R@CCXdS 
show, however, that three positive donors each gave a unit 
of blood in 1973 after being notified not to donate again. 
Fortunately, 
carded. 

their blood again tested positive and was dis- 

Los Angeles area 

At one blood bank, we traced to the donor records 19 
units of blood that had tested positive for HBsAg. The re- 
cords of 11 had not been properly annotated. As a result, 
two of these donors made subsequent donations, which tested 
negative and were transfused. The blood bank manager at- 
tributed the failure to annotate the records to technician 
oversight or carelessness. 

35 



Apaother blood bank without a donor registry indicating 
unacceptable do~olrs established me after our review. 

CONCLUS fOMS 

Although hoo~itals and blood ba~I~s use varisua pro- 
cedures to prevent unaeeeptable donors from donating blood, 
the procedures arer for the most part, ineffective. As a 
result, identifiable infected blood. is being tramfused be- 
cause (1) no uniform criteria exist for classifying donors 
as unkxeptable, (21 many cases d pest-transfusion hepa- 
titis knows to hospitals are got reported. to the blood banks, 
(3) information on unacceptable blood donors is generally 

not exchanged among blood banks, (4) blood banks often do 
not properly maintain their registries, and (5) some blood 
banks did not even use a registry. 

In opr opinionp the authority to establish such a 
registry exists under section 361 of the Public Health Serv- 
ice Act (42 U.S.C. 264), which provides that the Surgeon 
General. can make regulations necessary to prevent the intro- 
duction, transmission, or spread of communicable diseases 
from one State to another. Section 361 mentions certain 
measures, such as inspections, pest extermination, and 
destruction of infected animals, that can be used to enforce 
the regulations. We believe establishing a registry is less 
drastic than measures mentioned in section 361 and that HEW 
can require the reporting of any information useful to pre- 
vent post-transfusion hepatitis. 

To provide for effectively identifying hepatitis car- 
riers, the CM: system for obtaining data on hepatitis cases 
should be strengthened and reporting of all post-transfusion 
cases of hepatitis made mandatory. Such ir system could PLO- 
vide data for a registry of unacceptable donors, which could 
be used by blood banks to screen donors. 
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we propQsed B. the secreeary establish a Pederal 
registry of unacceptable blood donors and periodically dis- 
seminate it to blood banks. To develop an effective regis- 
try system, HEM should 

--require hsspitals and doctors to report all post- 
transfusion hepatitis casesp 

--standardize the criteria for classifying a domr as 
unacceptable, 

--periodically review the blood banks' operations to 
insure that the registry is used e%%ectively, and 

--require blood banks to report all HBsAg positive test 
results. 

HEW disagreed with our proposal! that the Sscre- 
tarry establish a Federal registry of unacceptable blood 
donors and periodically disseminate it to blood banks. HEW 
stated that the Privacy Act might require that all potential 
donors be informed of a%B uses made of the information 
gathered from t%em at the time of the blood donation. Ae- 
cording to HEWp this might act as a deterrent to donors and 
could result in a serious reduction in blood collections. 

HEW alss stated that two blood banking:expeEts--one on 
behalf of the Red Cross and one-on behalf of another organi- 
zatfon-- have argued that it my not be cost-effective to 
check every potential donor against a national registry 0% 
disqualified persons. However, HEW advised us that, to 
explore the feasibility of donor registries, it is fostering, 
through the American Blood Commission, the development of 
mechanisms for sharing information regionally within the 
private sector. According to HEW, the Corawrissioa will be 
asked to consider each of our recomendations and take ap- 
propriate action in concert with FDA. 

HEW also advised us that: 

--Although the American Blood Commission will undoubted- 
ly give high priority to uniform criteria for donor 
exclusion, establishing such criteria is difficult. 

--Having hospitals and physicians report post- 
transfusion hepatitis cases and MEsAg positive test 
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results is desirable, but any reported cases must 
ae$uafly be eonfimed as having the disease. 

In OUK opinion, 2 regional donor registry system will 
achieve the purpose of our pKopos2ls if Mm; monitors 
the s;yoter~ to insure that the deficiencies we noted in other 
donor registry systems do not also occur in this system. 
We do not believe, howeve9, that cost is 2 significant 
pmblem in establishing a national registry. For eXampl@, 
the Red Cross, which collects an estimated 40 percent of the 
Nationas blood supply, maintains a national! registry. Ac- 
cording to a Red Cross officialr the annual cost to maintain 
this system is between $338,500 and $365,500, exclusive of 
overhead. This includes the cost of maintaining the registry 
and of checking donors against the registry. 

Considering that most blood banks reviewed maintained 
mgiatries of unacceptable donors and considering the 
relativelly minor cost of the Red Cross registry, cost would 
not appear to be a significant factor in determining the 
feasibility of a regional OK national regbstry. 

Regarding unifserm criteria for excluding donors, the 
American BBood Commission adkised us on June 23, 1975, that 
adequate cri&eria for screening donors with a history of 

' hepatitis OK positive tests fop hepatitis and PQH any reason 
which might e them suspect are well1 established and 
accepted by al% the blood banking agencies in the United 
States. They stated, however. that individual blood banks 
may not follow the criteria. 

Thus, criteria for scrt;dning donors apparently already 
exist, but fndiwidual blood banks ape not required to folhow 
the criteria established by the blood banking agencies. 
(See pe 28.) We beWave that uniform criteria for 

excluding donors strictly adhered to by blood banks are 
necessary for a donor registry to be useful. Otherwise, in 
reporting information for registry purposes, blood banks 
would be reporting data inconsistently and the registry's 
effectiveness would be diminished. 

Regarding HEW's comment that reported cases of hepatitis 
must be confirmed, CDC maintains a hepatitis surveillance 
program as discussed on page 5. As a part of this program, 
CDC requests that surveillance reports be submitted for all 
cases of viral hepatitis. These reports contain such data 
as the results of HBsAg tests, information on blood trans- 
fusions received, and information on other possible causes 
of hepatitis. We believe that, were all cases reported under 
the CDC hepatitis surveillance program, the program, with 
little modification, could be used to provide the information 
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om eases of psst-transfusisn hepatitis. We do not believe 
that, kowewerl a ease 0% post-tx-anafusisn hepakitis that 
has beem diagmosed amd reported to CDC by a hospital or a 
doctor meeds to be confined, 

Concerning this chapter, the Zmeriean BSsod Comission 
made scme of the sane comemts as HEW. It also s&id that 
blood banks have criteria for cPassifying a domr as unac- 
ceptable which cam be emforced by FDA. We fouwdo however, 
that a diversity of criteria exists Pew classifying a donor 
as unacceptable. Pm example, criteria lpeco mded by the 
American Association of Blood Banks and required by the Red 
Cross provide for rejeetiwg donors implicated in one or .mfe 
cases of post-%rans%usion hepatitis. These criteria are not 
pare of FDA regu%ations. 

FOP a registry to be effective, we believe that FDA 
xtus% dewellop consistent criteria for al% blood banks. 

emd %ba% the secPe%ary pramaote e es%ablioh- 
a watioma% ox= a regional r 
donQrs--h@o%~ra%img %be oposals set fcmtb - 

om page 37--which cotn%d be us& by bPo& b 3 to SCHQQR 
&mors e 
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HI&&J is a subetanc~ fcmnd in the blood that indicates 
the presence si% hepatitis B virus in the body. studies 
SROW tzha$ persons transfueed with blsod containing HBoAg 
will gemmdlby devslop post-transfusion hepatitis. 

$everal east&3 aBpe licensed by FDA for bkmd &anks to 
detec$ HBsAg. Ths most widely used tests use counter@lec- 
tropbsresis [CT21 and radioimmunoassay (MA). According to 
an FDA oE%ici.al, thQsQ tx?sts a32 usasd by most blood banks 
fca dst~cting and elAmiwatiwg unite of blood capab%e of 
transti$ting hepatitis Be A pmitive tesa: result indicates 
&ha presence of the l=mpatitis B virus, but a negative test 
dons not rule out its presence because current techniques 
are not sufficienfdy sewsltive to detect low HBsAg levels. 
Xn addition, no fast for HEWAg will ever completely eliminate 
the post.-tra3afu5iisn hepatftio problbem because sex-me cases 
appear tc be the result of something other than the hepatitis 
B virus* 

. 
Altissugh the RHA tee % can detect twice as many units of 

blood capable of tranemitting hepa$itis'than the CEP testp 
FDA 8i.d Em& Ex?quire tie appraximat@ly 275 l%c@wsed blood 
banks (bank@ Oocatsd in the Diotrkct of Columbia or involved 
in iwte~c~~tate commerce) to UBQ the R%A test to detect MBsAg. 
Acco~diw~ ts FDA officialls, FDA did not require the more 
effective test partly because flf of a possible lack of 
suffic.i.ent testing materials fog all blood banks and (21 the 
test results in the rejection of some blood which does not 
contain hepatitis. {See pp- 43 to 45.) 

Pn addition, FDA did not have regulations requiring 
HBsAg testing by the approximately 5,200 blood banks involved 
only in imtrastate commerce. We believe that FDA should have 
required all blood banks to use the best test available for 
detecting HBsAg in donors' blood. Xn our opinion, this 
would have greatly reduced the number of post-transfusiofi 
hepatitis cases nationwide. 

FEDERAL REQUIXEPLENTS FOR HBsAg TESTING 

The presence of HBsAg in human blood was linked to 
hepatitis in 1965. The effectiveness of tests for the 
presence of HBsAg in the blood vary widely and are generally 
classified by researchers as belonging to one of three 
generations. First-generation tests, the least effective, 
are not generally used anymore. 
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on July 9, 1974, P Pro se8 333pdlations which would 
require blood banke to txm .a tkir9-generation test. Interest- 
ed parties had until iik?ptiWr 9, 19716, to cement on the 
pPopooaf, jkxxxdiwgr fs E"%iB% o%ffciaBs, both interstate and 
intrastate blcxx3 bank3 wmh3 be ~eqasired to use this test. 
As 0% Bebruairy 1975, FQA had mt ifcplemnted the proposed 
regulations, E%%ectiwe Sqt&er X975, after we submitted 
our report to mm for cmmt, FQA recpired all.1 blood to be 
tested by a third-generatiora tist. 

We reviewed the J;atcesfz ~nspectkm reports available in 
March 5974 for blood bamks ldcensed to ship blood interstate. I 
These reports, generally representing inspections performed , 
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duriwg 1972 ala 1973, shcmed that the WPA test was ui3aa a% 
only 83 of the 246 blood banks. The reports did not show 
the percentage of blood which tested ps~itive for !+u%Ag* 
The following table shows the mutier of blood banks using 
the PIIA and CEP tests and the number of units co$&iwted 
EUUX‘ESlly . 

Pd*sr of blood Annual units of Pergientage of 
Tests used banks usinq test blaod coPlected mitt3 tss&od 

CEP Clnly 159 3,336,908 53.1 

RIA only 27 822,600 13.1 

CEP and/or 
R%A 56 2,04O,$Or! 32.6 

Not shown 4 7§,900 I.2 

TOtal 246 6,270,200 = 1QQ.6 

Thus * at least 53.1 percent of the units collected w(;9ro 
tested by only the CEB method, 

However p in Yanuary 1974 FOA surveyed the ints~state 
blood banks that were collecting and testing units oiE blood. 
That survey found that 100 banks were using the REW test, 
52 were using tha ,BIA and/or cm test* and only 95 were 
using the CEB test. Thus, many were apparently conv@Pting to 
the KG% s=aezthcd. 

TESTING BY INTRASTATE BLOOD BANKS 
- 

January 1973 regulations required that al.1 blood banka 
register with FDA and be subject to its inspection. Of the 
approximately 5,200 blood banks dealing in intrastate 
commerce, only 957 had been inspected by FDA as of January 
1974. The impection reports for these 957 blood banks 
showed that 406 were collecting blood. Blood for the re- 
maining 551 was apparently obtained from other blood banks. 
The reports on the 406 banks covered inspections made between 
Hareh 1973 and January 1974. Of these 406, at least 246 
used some test other than the RIB test or no test at all. 
These 246 blood banks collected an estimated 617,700 units of 
blood per year. The tests used and the estimated number of 
units collected annually by these banks are shown in the 
following table. 
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EstA&wx?d 
Nmbsr of blQ annual un$ts 9.f 

Tests used banks usfng tcast blood eol%ecta$ 
CEP only 234 610# 25Q 
WfW only 28 4B,35U 
CEB and/or 

RXW 33 l56%,4QQ 
Less sensi- 

eive te5e 
mm CEP 4 4,150 

me deted- 
nabls 99 122*%5Q 

wo tese p3P- 
fOKEBd 1Q 3,950 

, 

Until. January 11975 all the m8ited3lls for f&m W1[A test 
were produced by one company. Qf%bcbale sf that capany 
told us they had never had any labor problarw Bn thsfas 
pharmaceutical diviSi.on. mey also said th%br maanuLactl.lYir~g 
capability was sufficient to supply al1 the R%A to~34% kfta 
needed to test al1 blood eolkected I.n the &aticzn, 

“.z”A%ze.e-_ . - - - - * y -  - - . I  

FDA licensed the same company %o g?ro&a~@ d;rPs w&xwia?.~ 
ceeded for another new third-generation test in AprkBr 1974. 
Regulations proposed by FDA on July 9, 8974, would roquirs 
blood banks to use a third-generation test. 

According to HEW, regulations publfarha& bn thr3 I&arsal 
.Register on July 15, 1975, require chat blsod bank@ we a 
third-generation test by mid-September 1975, Hiis ah3 
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infolcrned us that FDA has atteq~ted, within practical limits, 
to assure prompt and efficienti application of technology for 
WBsAg testing. Slippages Were reportedly due to practical 
obstacles. 

False positives resulting from RIA teat 

Shortly after the RIA test was BicenseB, st~6ies showed 
that a @snsidembPe amxant of blood k&at was testing positive i 

m&hod and negat- e by the CEP metid was in fact 
I 

false positivei. An FDA official said one such ! 
stuay showed that c&out 80 pEmx?nt of Emits te ing negaeive 
by C&B and positive by RIA were in facb, 53%se sitives e 
CRhep such s&udies, howevere shoved lower rate I 

According to the manufacturer of the RIB test materials, 
false sitives t3re 0% two types. The first results fKOrn 
iElpPOp testing grocea~ss by the bHsp& banks: the s@cowa 
results from the aateria.ls used to pedkmit tkte fsest. The 
manufacturer said. some psrson5 tested p0siQive because their 
bl ies% to the makerfaats kzsed in the 
ee5.e (glahea pig globulin). 

In 3une 1973 ~8.8~3 April 19.74, the FSZUWJ~~~~U~ altered 
31s fcmmla WOK tie testing z%aterial. Accor&ing to an FDA 
official p false positives caused by the guinea pig globulin 
'are now rare. 

The official added that false p~~3ittivss eauas& by im- 
props b,esting procedures still exist but hawe probably been 
reduced be&ause (1) peKsons per%oKming the test a= make 
aware of tie p~o]PBem and (2) the mawufac~~enr m&e certain 
changes in the testing method which r&uce tie ctim for 
@KKOKS . 

The false positive probiem is appzently pest x2.nique to 
the WIA esst but exists also with the @EP metid, FDA 
periodically conduets EBsAg proficieurcy tests. Samples con- 
taining knerwra HBsZkg positives and. negatives are sent to blood 
banks, which test the samples for HBsAg, recczd the results, 1 
and send them to FDA. These proficiency tests have shown a 
higher false-positive rate for CEP tests than for RHIh tests. 
The samples do not contain antibodies to guinea pig globulin 
and any false positives are therefore the result of technician 
errors - 

The results of four recent proficiency tests conducted 
by FDL and the percentage of false positives associated with 
the CEP and RI& tests are shown below. 
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Percentage of 
Date sf test f24956 positives 

MA cm? RHA 

Aug. 1972 256 6 0.9 

Jan, 1913 228 47 11-8 0.5 

Aug. 1973 192 10% 4.4 2.4 

Jan, 1974 14? 152 5-l I.2 

AcxaxdEwg to B B973 tudyp lze&ce FDA required MBshg 
20,000 cases of p~st-~~sf~ion hepatitis 
each year and 1,000 of those mstited in death. 

ted thati subclinical cases sutimwakaered the 
overt cases by fiw@ %x3 ore. A s&ePi&ca% ezase is one in 
which he disease is .x-me ds~eoeed by &smaeicafl although 
it may resuX% ia adverse Bsn%g-tern aff suti as cirrhosis 
of the liver, An owert case is one in h the patient has 
t&a disease s and, accQrdiwg to WilP be disdled 
fur about 1 t%Q 2 mnti1s. 

me study est. ted khati each case 0% oweti poot- . 
t333nsfusion hepa cost society $4,8OO--z33qm2sentiny a 
tutal. azt-mcral CQse of $96 kf¶ilPion--in hsspitalization costs 
and lost earninys, 
intansiwe care ior those ne 

charges am2 tie CQst of 
g it were nst inc=luded.) The 

stxdy esthted that ts test otie unit OI BBood using the Cm? 
teat ccst SO cants and that 8.8 million w~iks were collected 
annually and concluded tkxit, becazllse the @X4? test was 
15-mrcent effective, it could annually (1) prevent 3,000 
cases of overt post-transfusion hepatitisF;, (2) prevent 150 
deaths0 and (3) save society &mut $10 tilIiopB, The $10 
million figure equals 15 percent [the effective rate of CEP) 
of the $36 million cost to society minus the $4.4 million 
cost of performing CEP tests on al% bkmd. 

Using data from the 1973 HEM study@ we made a similar 
comparison of the adwantages of RZPA testing instead of CEP 
testingi. Because the RIA test is twice as effective as the 
CEP test, it would prevent ah additional 3,OBO cases of 
overt post-transfusion hepatitis a2d 158 deaths and woulP 
result in a gross savings of $28.8 mil1ic.a anauallly. Rf ter 
the $10 million savings attributed to the CEP test and ths 
$13.2 million cost of performing the XEA test (S%.SO per 
test for 8.8 million units of blood\ are deducted, the use 
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of the RIA test would result in a net savings of $5.6 
miPPion over the savings attributabEe to the CEP test. 

of the savings estimates had been computed on the basis 
of the CX estimate (see pe 2) that post-transfusion hepa- 
titis took 3,900 lives and cost the economy $251 million 
in 1990, the savings attributable to both tests would be 
much greater. 

.It should be noted that the BEM study showed the ad- 
wantages of testing all blood by the CEP test as compared 
with no test at all and the comparison we made showed the 
advantages of testing all blood by the RIA method as opposed 
to the CEP method. The $5.6 million in additional savings 
attributable to the RIA test could not be claimed for re- 
quiring the RIA test by FDA regulation because some of the 
blood was axready being tested by the RIB method. 

According to our review of the latest inspection reports 
available at March 19'94, however# at least 53 percent of all 
blood collected by interstate banks was apparently tested by 
the CEP method. Also, according to FDA inspections completed 
at January 1994, at least Q%.pereent of the blood collected 
by intrastate banks was apparently tested by the CEP method. 
There fore o a substantial number of post-transfusion hepatitis 
cases could nave been prevented and a substantiaP savings 
realized if the RIA test had beerA required. 

CCMCLUSIQNS 

Many pos;I-transfusion hepatitis cases have been pre- 
vented since July 1, 1992, when FDA required interstate 
blood banks to test for HBsWg. In August 1992 FDA required 
blood banks to use a test method at least as effective as 
IA@ CEP test. * However, the RIB test was then known to be at 
least twice as effective as the CEP test in detecting blood 
carrying hepatitis. As of February 1995 interstate blood 
banks still were not required to use the RIA test and 
intrastate blood banks were not required to test at all. 
We believe that many cases of post-traxfusion hepatitis 
could have been prevented with a substantial savings to the 
Nation's economy if FDA had required all blood banks to use 
the most effective test available in testing for HBsAg. 

RECOMMENDATIOM TO THE SECRETARY OF HEW 

We recommend that the Secretary develop a procedure (1) 
requiring all units of blood to be tested for HBsAg by the 
best test available and (2) designed to insure that in the 
future new and improved tests are implemented as soon as 
practicable. Factors that should be considered in determining 
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the best test include the test's effectiveness, its cost, 
and the avaiH~iPFty sf materials, to perform ik. 

HEW concurred with our recommendation. On July 15, 
1975, FDA published in the Federal Register regulations that 
became effective i81 September 1975, requiring aH1 units of 
blood to be tested by the best test then available. ACCQKd-- 
ing to HEW, over the past 3 years procedures have been 
established to assure that in the future new and improved 
tests will be implemented as soon as practicable. 

HEW stated, however, that the lag time between FDA 
approval of the test and its widespread application has been 
remarkably short and that t QUH report does not accurately 
reflect this fact. HEW indicated that manufacturers' dis- 
tribution records are a better indicator of the extent to 
which third-generation tests arc being used than are the FDA 
inspecticsn reports. 

In our opinion, the time lag between FDA approval sf 
the RIA test and its use by Blood banks could have been 
greatly reduced if PDA had required blood banks to use the 
test. The test was known to be twice as effective as the 
CEP test ipI July 1972, yet FDA did not require stt, or other 
third-generation tests, ctntil September 193. 

We disagree that manuf;ctuzers' records are a better 
indicator of blood banks' use of the RIA test than FDA 
inspection reports. The inspection reports record the test 
used by the blood banks at t!>e time of inspection. 

We believe that the inspection reports were a more 
reliable source of data. PTr>od banks and hospitals use the 
test materials for other purposes. The manufactharer records 
might not shcw whether Lhe materials were used tco test blood 
for HBsAg before distributing the blood or 'or other pur- 
poses. 

The American Blood Commission agreed with our recom- 
mendatian and made no comments in addition to those made by 
HEW. 
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Seienti%.ic e2r!YiaePPee sugge3te that tht3 incidc+2xac of 
post-trmdjt~~io~ ht~patiti~ woubd be reduced if frozen bhsod 
w@ge more widaly u3ea. Although varisuea acientifie studies 
on tbc~ we of frozen b%ood have been pub%i~hed, none provide 
cmlusiwe mxientific tiwid@nse on the that fP@sziRg 
QP washing blood has on the facfdence t-traas~oio,na 
hepatitis 01 

AR October 1970 ~%partment of the I%~ study concluded 
that hepatitis occurred 8ub~tantkally less frequently after 
the transfusion of frozen blood that had a hepatitis-free 
sohtkon added to it for traneafusion than after the 
t~ansfueion sf frozen blood that had the original plasma 
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added to it for transfusion. .1t is generally accepted that 
blood plasma can transmit hspatitds, Qf 10‘4 recipients 
that received 442 transfmions of frozen blood with the 
osigirleh plasma added, I developed post-transfusion hepa- 
tikis. gaf 110 recipients that received 623 transfusions 
of frozen blood with the hepatitis-free solution addedp none 
developed post-trana%usion hepatitis. The sciewtific director 
of the orgmization perfoKming the study said, however~ that 
the sttiy had been criticized because of the small number 
of eases involved. 

A study made between 1968 and 1992 used some blood cells 
which had not been frozem but whisb were subjected to the 
same wash$ng procedure used to remove the glycerol solution 
from frozen blood. The purpose of the study was to determine 
the effect of washed cells on post-trasfusion hepatitis. 
‘i-h? Study invollved !&km.m V&X%TaAE at the 0.8. NaVaE klOSpita]l, 
Cbolsea, HaEsacbuEet$s~ &DE%: had SUffE?red Seri0l.W COna$at 
injuries requiring mul%ip$e blood transfusions and long 
hospitalization, 

Blood samples taken from the patients after they had 
received their blood trans%usions were tested for BBsAg by 
tie axA method, The following t le shows the results of 
the study. 

Type of blood Mumber HBsAg . 
tram3 fused positive 

quid whole blood 1 
ole blood and washed cells 31 3 

Washed cells only (includes 
frozen and nonfrozen cells) 30 

In a third study supported im part by Public Health 
Service grants, 88 kidney dialysis patients receiving 
transfusions of frozen blood were studied from February 1963 
to September 1971. These patients received a total of 
2,998 units of frozen blood, 80 percent of which were ad- 
ministered before the bank started testing for HBsAg. Sub- 
sequent testing of patients for HBsAg showed that none had 
become HBsAg positive. 
evidence of hepatitis. 

In addition, none showed any clinical 
Estimates presemted in the.study 

show that, had whole blood been transfused instead of 
frozen blood, 12 to 18 potentially infectious units would 
have been transfused. 

These three studies indicate that using frozen blood 
may reduce the incidence of post-transfusion hepatitis. 
According to NIH officials, however, because of the limited 
number of studies made and the limited extent of these 
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SfXdi@S, the evidence is inconclusive. We were also in- 
formed that NIB is not supporting any research to determine 
what effect freezing or washing blood has on post-transfusion 
hepatitis. 

OTHER ADVAETAGES OF FROZEN BLOOD 

To determine other advantages of using frozen blood, 
we gathered data and talked to officials at eight blood 
banks with established frozen blood systems. We also talked 
with (1) officials at three blood banks that were consider- 
ing adopting frozen blood systemsp (2) Defense Department 
officials involved with blood banking, and (3) researchers 
active in frozen blood research, 

Most blood bank officials we talked to did not mention 
the reduction of post-transfusion hepatitis as a primary 
reason for using frozen blood; all, however, mentioned it as 
an advantage. 

Originally, frozen blood was thought to be useful only 
for preserving rare blood types and for autotransfusions. 
Autotransfusion is transfusing a patient with his own blood 
collected in anticipation of need, Experience has shown 
that, besides potentially redu%?ing the transmission of 
post-transfusion hepatitis, frozen blood has ot;ler benefits, 
some of which are described below. 

Better management of blood 

A froden blood system provides better management of 
blood inventories by insuring a more adequate supply of 
blood during shortage periods. Traditionally, people tend 
to dcnate blood when it is convenient for them to do so. 
Therefore, during vacation periods and long holidays (such 
as Christmas through New Years) blood supplies often become 
very low. Federal regulations permit storing frozen blood 
for up to 3 years, It can therefore be stored when it is 
available and thawed and used during shortage periods. 

Fresher blood 

Cells frozen shortly after they are collecied are 
better than whole blood stored for over a week. The qLtality 
of cells after thawing and washing is indistinguishable from 
that before freezing, whereas whole blood begins to lose its 
freshness after about 5 to 7 days. After 21 days blood not 
frozen has deteriorated to the point that it is no longer 
acceptable for transfusion. The high quality of frozen 
blood is especially beneficial for scheduling certain 
surgical procedures such as heart surgery, which requires 
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about 10 to 12 units of very fresh blood. Without a frozen 
blood system, the timing of such surgery is often influenced 
by the availability of enough donors of the correct blood 
type at the correct time. 

Component therapy 

Frozen blood promotes the practice of component therapy. 
Using blood components is usually far superior to using 
whole blood. The Committee on Transfusion and Transplantation 
of the American Medical Association has taken the position 
that when a blood transfusion is considered essential, packed 
cells (blood cells with most of the plasma removed1 should 
be used Ather than whole blood in almost all instances. As 
previously notedl the plasma is removed prior to freezing. 
Using red cells (white cells are destroyed during freezing, 
as discussed below) reduces the incidence of circulatory 
overload, which is probably the most common cause of 
transfusion injury. In addition, separating the cells from 
the plasma frees the plasma so that it can be used to pre- 
pare other blood products and components. 

Fewer transfusion reactions 

The white blood cells contain antibodies which, if 
transfused in sufficient quantities p can cause a patient to 
react adversely to future blood transfusions or can cause 
transplanted organs to be rejected. The glycerol solution 
used to protect the blood cells during freezing does not 
satisfactorily protect white blood cells and most of them 
are destroyed by freezing. In addition, according to the 
Committee on Transfusion and Transplantation, with less 
plasma transfused, less sodium and potassium citrate are 
given to the patient, thus reducing the risk of other 
transfusion reactions. 

Increase in number of donors 

The blood from some donors contains certain undesirable 
antibodies that would normally cause these persons to be 
eliminated as donors if the antibodies were identified be- 
fore the blood was collected. If the antibodies were iden- 
tified after the blood was collected, the blood would 
normally be discarded. Because freezing removes such anti- 
bodies, blood from such donors may be used. 

DISADVANTAGES OF FROZEN BLOOD 1 
1 

Some researchers and blood bank officials cfted a 
number of problems with a frozen blood system, including 
(1) higher cost of frozen blood, (2) more blood wasted, and 
(3) unavailability of frozen blood for emergency use. 
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Increased cost 

A s%ud;r prepart?d by the U.S. NavaB Blood Resceareh 
Laboratory :3hows %he additiomal costs for proeessiwg a uni% 
of frozen blood. The costs were developed for four blood 
freezing and processing sys%ems over a range of from 500 %o 
10,000 Urli%S annual%y, and imclude cos%s for operatimg the 
storage freezers, solutiows used to protect the cells during 
freezing and wash the cells before transfusion, equipment 
depreciation, labor, space0 and additional materials. 
Collee%ion eos%s were no% inoluded. The table on the 
fol5&ing page shows the additional cos%s assoeia%ed with 
freezing bhod, aeeoardiwg to %be studye 

The es%ima%ed freezing and processing costs range from 
a low of $34.13 per unit to a high of $8l.%2 per unit: such 
eos%s are less for banks this% are freezing and processing 
large quantities of blood and do not include the normaP costs 
of collecting and processing a unit of unfrozen blood. 

As previously noted, the Office of the Assis%ant Secre- 
tary for Health and CDC officials estima%ed the economic cost 
of pas%-transfusion hepa%i%is for 1970 to have been $95.7 
million and $2SB,J. mil%ion, respectively. A study prepared 
for the National Blood Resource Program shows chat 6.4 mil- 
lion uni%s of blood were transfused during 1975. By dividing 
the number of uni%s transfused into the es%imates of the 
cost to the economy of post-%z=ansfusion hepatitis, we estf- 
mate that the cost of post-transfusion hepatitis, prorated 
over each unit of blood, is $14.95 based on the Office of 
the Assistant Secretary for Heal%h estimate, and $39.23 
based on the CDC estimate. Therefore, if it can be estab- 
lished that using frozen blood will greatly reduce the 
incidence of post-transfusion hepatitis, savings %o the 
economy could offset a substan%ial portion of the cost of 
freezing and washing blood. 

Waste 

Under FDA regulations, unfrozen blood must be discarded 
after 21 days if it is not used. Frozen blood not used 
within 24 hours after thawing must be discarded. 

At the hospitals we visited, using frozen blood has 
generally resulted in better use of blood resources. At 
three hospitals the percentage of units lost during process- 
ing and because of the 24-hour outdating period was less 
than the percentage of unfrozen units discarded because of 
the 21-day limit. At a fourth hospital the percentage of 
units discarded because of outdating and technical loss 
declined from 5.7 percent in IL968 to 2.4 percent in 1973. 
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wccQrdbng to a hC?spital officialp use Qf ErQzen blood was 
the main reason for this decline. These fQur hospitals were 
freezing 30 perc?.snt CPE leso of tbeik tatal. collections. 

The only hospital reporting increase;d kQsses since 
initiating a frozen blood eyetern was a blcmd bank tzha$ 
attempked tQ Qperate a lOB-percent frozen blQQd system. 
During the year bsfsre the hospitab began large-scale fraez- 
ing , it lost 6-6 percent of available unites of blssd because 
of Qutdating- During the 6-month period z&tea: large-scale 
freezing began, 9.3 percent of the units weze discarded 
because of the 240hour segubation and 3.3 percent were lost 
during the freezing and washing pr~ca55. 

Unavailability for emergency use 

Thawing and washing blQQd adds about 30 pnLar~tes to the 
processing tim, thereby prsclwling its me for emergency 
cases. This did not appear to be a prQbhem at any of the 
hQspitals we visited generally because they were meeting 
RlO%t Of theiH n@edS With CCMEtn&iQnai~y f3tCOX?d bh3d. 

At the hospital that attempts to operate a %OO-percent 
frozen blood system o emergency needs 6x32 met by lroutinely 
washing type 0 blood, in anticipation of emargenc%eso 
Frozen washed type 0 blood is an accaptab3.s substitute fer 
other blQQd ty@%s. The hospital also holds blood Zsor an 
average of 4 to 5 days before freezing, during which time 
it can be used fsr emergencies. 

CQMCLUS IONS , 

Scientific evidence suppsrting the use of f%ozen blood 
to reduce post-transfusion hepatitis is inconclusive. The 
general consensus is that the washing, net the freezing, 
apparently reduces the prab%em. Although many hospitals and 
blood banks are using frozen or washed red cell5 to some 
extent, none Qf those in our review adopted its use primarily 
to reduce post-transfusion hepatitis but consider this re- 
duction as an additional advantage. Frozen blood provides 
the obvious benefit of allowing long-term storage and 
preservation; in addition, the medical profession has found 
other advantages of frozen and fresh-washed red cells, which 
have increased their use. There are certain problems, such 
as the 24-hour outdating period, that may preclude using only 
frozen blood. Research should be directed toward (1) 
determining the effects of frozen blood on post-transfusion 
hepatitis and (2) alleviating the problem associated with 
the use of frozen blood. 
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APPENDIX I APPEmHX I 

I. ouePw%ew 

Observations and GoncllusLx~ by the Bepa~tmsnt in Bespect to 
Tr%nsfus~on-P~kted Hepc?%iefs in the t-zontat of B%d Servfceo 
in Geoe~d. and Various General and Gertain 8pecPfJbe Aspects of 

* the GAO Beport. 

Wast quantities of evidence bawe been accumulated attesting to the Wxdi- ‘-. 
nateBd high hepatikis Fisk of blood dsriwed from paid as &mparcd t5 al- 
wttary donor s5ur~es.lr2~3.4 in eoery~srudg where vokuateer donor bl4 
has been substituted for CGSKSZMXC~~~ bhod there has been a dramatic decrease 
in hegabit%s frequency am5ng recipients. FOP example, an 82% red:ztin . 
%n post-transfusion hepatitis was Eoumd by the ClPnical Center B%o5d Bank 
(CCBB), NIB wber~ 5t excluded commercial donors and adopted a system mbereby 
NUi employees W@EC required Lo wo&~Se@r fh@iK ffrst donation and ewery 
alteamate donation tbercaftea; inter%8 donstAns were paid. SilJlIllrolt2lefecoUSiy o 
GGBB init8ated routine donor screening for BBsAg; cticu~~ions~ demonstrated 
&at the $2X reduction c-as primarbBy attrdbutabke to rejection of blood 
derfved from commerc%a% sources. At the VA bq~ftal %n H.Cnes, IPlimis,6 
the change from a commercbl base (92% paid donations;) to a volunteer sys- 
tem (96I voluntary doneticnss) resulted in a decrease in p5st-transfus%r,a hcpa- 
titis from 20.8% to 7.7%. Implementation of s law requLr&ng labelling of 
blood as to source has xsulted in a marked Increase in the percentage of 
woluntary bZ55d ue%lizd in the State of IPUn5is. It is aaticipated that 
tii s 311 rc=?JPt fr. a d?CP D  l e in past-trenaftn4lon hepatft%s parallel hi th2c a.' 
observed in the Rines VA study, but reliable data regarding this p5int are 
not currently available. 

To the present ttie, no one knowledgeable fn the fields of hepatitis 
and blood banking has challeuged the validPty, efficacy OK importance 
cf shiminati;ng commercial bll.od sources; controversy has existed only 
whh regard to the- beat method of implementing such change. The Amepiean 
Plood Commissi5n* wbose m-bars represent col..lectors of p3~re than 859 oE 

.tbe nation's needs for whole blood, in keeping with the mtional BP@ 
%Ifcy, has recently adopted an all-voluntary blood system as one of 
its priacipstl goals. Tae GALI plan to retain substantial numbers of paid 
donors, though undoubtedly welt intentioned, is based on a misinterpre- 
tation of available data, does not represent a practi-Ale approach, ad 
most important, would not achieve its declared goal-a significant decrease 
in post-transfusion hepatitis. Indeed, the proposals, relying on R&& pre- 
valence and p5st-•ransfusioo hepatitis incidence to qualify voluntary and 
paid donor populations, might actually result in an increase in such hepatitis 
8lId would do so at gpeat cost to the Government, while increasing, not de- 
creasdng, the cost of blo5d services throughout the country. In this situa- 
tion, we believe the burden of proof must fall on GAG to establish t&at such 
a system would be practical, safe, and effective. Its draft report EaMs to 
prowide such proof OK t5 suggest that such proof will be, or can be, 
forthcoming. 
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APPENDIX % APPENDIX I 

It has beea est ted that only 1IPW of bhtd uaaltt3 da3 Aa~etka are der%wed 
Pmn eormerc%al %QUKC~S~ but %ha% %hia lkp% accounts for a major portion of 
post-transfusicm hepatitis. There is 00 rseasure currently av\laflable which 
could make such a sdgakficaa% istPoad into post-transfusion hepatitis, at 
such minimal COS’Z, as would elh%nae%on of the paid blood donor. . 

That the elimination oc paid donors could cause blood shortage problems. 
This fear might be well-foueaded if the tactic for attaining au all-voluntary 
system raPled for prostriptfen oa %he use of purchased blood and allowed the 

*National Heart Lung Irrstitute Blood Resource Study; Supply and Use of the 
NaePon’s Blood Resource. 1: 56, 6648, 1972 
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APPENDIX 1 APPENDIX E 

~olunenry seceor no period for eqews~on of it3 supp%y system. In fact, ehe 
t3CtiC for %Chi@Vi~ Qtl %%I-QO%uSIt%Py SUpp?y UCXkr the k'f%&iOi?a% B%OOd 'E)O%iCy 
ca%%s for expanded ~eePu8tm?rnt of Vo~uYitaFy donors and ia corresponding gn- 
cfea5e fa the supp%y of vo%uneeri%y donaeed blaod, such thae there would be 
no naed for purchased blood. This eaeebc eies ehe dfmiwuefon %w re%iaaee ” 
on pur&ased blmd co the sufficLeracy of the supplly of vo%unearB%y donaesd 
b%QOd. ThPs approach has been hbghly successful in CPeveland, Rochester 
(P&w York), Sea&Pep Sen Freeneisco, tbe Staee of Mew Yersey, and chat pare 
csf the Southwest served by 5lood Servvicas, Inc. le 4s paredcularly moee- 
worehy ehae ehe State of New &PStq hrss MQ& from 36% CtXE%l@rCiSl%y acquired 
blood fp\ %969 CQ 0.049% Bn the BEBWd quareer of c%lendar year 1975,lo %nd 
that the Nortbea-~ Ohio Red Cross Blood Broge%mo veneered kn Cl%val%md, 
fncreased ies volunearfly donated blood from 85,000 to 132,700 un%ts 
per year during the perfod 2.972 to June 30, 1915. Thfs mow accounts for 
more t&m 70% of the b%ood nesds of the: Greaear Cloveland %re%.%l 

Cbicego hes emp$oysd 2 dfffersnt t%ctic bec%uoc a r%latfve%y r%cent%p 
eaaetzed Seaee Paw requiires ebe l%be%%ing of purchased blood as to source. 
Paoneeheless, Cbaic%go has met Be5 nest&? for volunearily supplied blood wieh 
mm2 a5sistnncc from surrowadfwg are85, and it fs rapidly becomm%ng self- 
SUffiCieflt. The State of IBPtnois as a whole %ee%ined a 93% vokaneery 
blood donor 5qgSp 2111 %974. 

The 6AOqs sefeseacet to experCmc& st the C.Hr&calL Center Blood Rank 
(Naeional Instikueec; of Bea%tbEal! merPt. commsnt n The %uggeseion ehse probkms 
have mzise~ bscause the blood b%nh eecnsed to p%y donors fs Incorrect. Boeh 
the gain of donors fo3.lowing &nse%eueion of a paid donor spst%m at NTH and 
the rel%tzLveBy sma%l Jogs of donor5 fo%lowie~ cebsaeion of ehis system were 
predicated upon many ver%ab%es, fmc%udiag the %dopeion of a compueerired donor 
retrievel system, vnr~.ae&oas in the m%gnieudo of donor recrulemene c%qaigns 
%nd changes .bpa the cloa.0~ population due to abofieion of eke mlllieary drrfe. 
The %4X redureion bn tionors which occurred with cessaedon of paymene began whihe 
payment was still in use. lmpo~t%~~tly~ the Clinical Coneer has been abbe 
to obtain sufficient blood from voluntary donors to meet its needs, noewieh- 
standing ebe appe%rnnce of recrufemaent messages that have ba%n published 
and will conthnaue eo be peabUshed in the W-8 Record. -- 

There are other. more substantial argument s to negate CA0 concern that 
blood %vail%biLity would be signifkcanely affected by cessation of a paEd 
donor policy: 

First, only 510% of those cligbble to don%ee actually do so. There is 
thus 8 huge unenpped reservoir of potentPa volunteer donors. Ef only 
an addiePon%l 2”6 of tkc general population wore induced to donate by 
intensified donor recruitment programs, this would entirely compensate 
for the loss of commercial sources, as has already been done successfully 
Pa many areas of the country, including Rochester (New York), Chicago, 
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peznpcetive aad tb9 fh3w that tt*ha5 83 minor role in seducing post-transfusion 
hepmeitis as e~~p~~red With thf %Bp%t p?~?dw~d by cxsduding paid Goaor sources. 
In addfrtloa, PE On8 h?(RplGyI B QQBVS pOpult3tign Whlfh $5 5creencd for WEsAg 
by WIA, It caw be shown ohst 3~proximota%y ‘%a: af ehe sesidual hcpat’tis is 

urtrelated to the hcpae%ci0 @ vlwe and hsrase Independene of tests f0r 
Nl,A&.1S Thus, dm frequency af SIBBAg in an hIA-tented donor population is I. 
an unpzoven pzedietoz of the infecttv%ty of that population and may be quite 
mkslcndlng. I[n am~s~~t, it has beer. shown that non-1 hcgeeitds is FDXX common 
fo8lowfng paid bfcd juee 146 Bs type t hepakzt&fc.7 Thus, eliminating coajnercfal 
doa~rs should also decrease ‘anon43” bepatitfs, rs seduction that r~ould be totally 
fndepcdene of it&j& dtteecttm and n43Bcrc neca56ePlly Eef%octed in the fseqoeacy 
of lfB& in donor Q&TpulaCiQn, 

CWBIX factozs being equal0 thoee blood bsnks emgloyfng the kost sensitive 
eeseo with ehc hlghegla proftc~cy would bd cmeidarad the poorese per- 
formEr5 tmder rbe CA0 propaeal, Undet exhortation by the Government ta 
eshicwe Bow poefcivtoy rettie among their prospectlvc donrm, such blood 
banks would be forced to pre-eczeen their donors before allowing ~:hm 
aetuo11y eo dcnate Blaed. TMs weufld not obviate a need to test for 
h&Ag each unit of blood netu&Ey drawn and would mot alter anything but 
thl blood bnnh’a posftfvity rake for ire actuel donors. This wou%d be a 
wozehle~s and needless eomplbcetion of theiz blood donoz recruitment and 
blsod wlilleceim 8ictlvbtie~. @I¶ the D&b@E hZx?d, donoz recruitment pro- 
&t- designed to iappe& LO th.u v~lutr~~y do~oz provide at; LiLiai bcieen 
that ja without cost and is ~stual& @fa?~bk~e in preventing the trans- 

~dasiow of hepat;itbe, 

Still motbcr psobks would e~@nsee from r@lyfw& heavily on HBsAg-tese%ng. 
%h~ ptcvalenco of postive reastozu in e donor QOQUlatkQCZ can be established 
truly ouly eha first t&i% tImBe tks pGpub3tiOn $0 tested. Subscque:~e%y, the 
population wilX be o mixture of tested individuals who have donated previously 
eti untueted fizet-time donors. The pgearelmse of posftivm will be higher 
in the .tateez tbnn in the former undez most circumstances, rind therefore 
tba ~vcraaP1 grevafenee will1 be hewPEy Pnflucnced by the relative proportion 
of repeat and Pfmt-tdrtie dmom in the population. “Approving” blood banks 
QII thfs basis would encoursge their use of repest donors and discourage 
ehdo ehforeo ta recruit new dbf~z5. This would be counter-productive. 

%?I% 6Iio does not take iQt0 6CeGuUt the number of repeat donors in making its 
%sncsWcnt of indfvfdunll blood banks on the basis of maximum pcrmfssible 
J!%vclo of HB&, Iridccd, no guidelines for establfching maximum permissible 
rim?6 can be identffied on a rations1 basis. The maximum permissible rate 
waltd have t very Pram GPO geographic region to onother*as does the actual 

pacvale~2e ot tlBgppoefedv4ty. It ie not at all clear what constructive 
?nensuse could be t&en by a blood bank actually found to have HBsAg-positivity 
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r0ve the appsar.mme of the perfomsnee. The measurea propbaaa Pa e&3 GAO 
ost would effectively reject enttee donor populaePons when2 they exceed 

erbitrarfly eotablbshed %imPts, limits that have yet to be dete&xQaed on o 
daea basis ebat has yet to be established. 

Bn tQJmQaPy, Pf &g eeseieog could detect all, or even a large ma$.zIty of 
dnkctfous t%mor5, then the CA0 conclusions might be justified. En real- 
%ty, bummer, E4%gAg eesedng detects o&y a minor posefoo of Knfactf5r~s domrs. 

The @frd nbea5u1ce pmpoeed by GAO to maintain Control over blood solleceion 
Ss TV establish l&~~its %or, sod periodically review the frequency of pose- 
eransfusfm kepae%e%s enaanaefag fro& a given blood bank. While this is a 
desirable goal, it is unrealistic:. Hamy problems relate to esta.b%ishfwg 
eke fgequeney of pose-transfusion hepatieis. Flrstp the majority of cases 
are anieteric and relst.&vely asy~~ptozastic and will only be deteceed by per- 
Sadls dcterminat%on 0% 1Bver function abnormalities. Yet, despite the Pac. 
tie these eases are relatively benign in the acute phase, they may hawe 
sfg~~fficamt long-tern morbidity and terminate in faeal cfrrhosfs.’ Qecomd, 
88 seated irn the GA.0 Report, the reporting of.even overt hepaeiefa cases is 
mtorfously bad and approz&matcs only 10.X. Third, ehe Pmg time fag betwem 
tramkosfo~ and ehe onset faf hepatitis makes recognieion of the causal ass+ 
cfas&~on dfffPeult and ~eah?le ehae often the recfpient is far away fms ehe 
place d sraris%usf~a ab the sf.ris=:: hepats-tSs enw~es. Bsstly, bAolod from 
mdePple donor8 fs used ha may transfusfon rsllttaaeions aad wbea bkood mine8 
Mm seweral blood banks, ot%r%but%on o% responsfbiBPty camot be made 1~3th 
cermey. The only way to truly a5sess eke hegaefeis risk of a donor popu- 

3.aM.m is es fnibiaee prospectfve studies whPch iwellrde periodic blmd samples 
frca blood recPpieats. Tk?se Gtudies a@ extremaPy difffcule zmd coetPy to 
peiff0ome9. Were she GovermmS eo reguLate blood banks by monftarbn.g hepaeitfs 
faces in rec8piemmts. ewo mKXlioa patKeats receivhg seven mFBkh313 unfta of 
blood distributed by over 6,000 blood banks would hawe eo be %dez~tffted 
each year aad followed kwd0&hmlly wPth,serfal bfochem%eal tests %or not Less 
tOzarn six QQnths. Eoos, AUem and Hz.miEton has done a %easfb88fty analysis 
for She Rationo Eearr and Lung Institute to deter&m the pracB$caBity of 
gerfowfng prospective post-tsansfusdon hepet’rtis studies fovo~~ing a l$~ited 
mmber of hospitals is order to obtain an indirect esttiate of &e nationel 
facticoce of post-transfusion hepatit%s. The projected studies to obtain 
th@ national incidence would involve 23,000 trmsfused patients and 23,@N,1 
non-transfused patients iw 40 hospitals, over a period of 3 years, The 
Cost of this study 18 projected in excess of 10 million dollars. Prm 
tbfs information tt is ekmr that studies of thl5 nature are expensive. It 
fS ye clear how much it would cost to follow 2 efllion transfused patients 
treated in mxe than 7,000 hospitals OQ a yearly basis, but it is cl@ar that 
the figure would be very Barge fndeed, 

. 
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If blood banks thmselves wex'e to perform the patiemc foBlowup, one would 
hove to establish a mechanism to evaluate the comple~.cness oS their recipi- 
ent folhmup and the validity of their reported results. As with MB& 
testings such a system would penalize those blood banks conducting the most 
complete patient followup and encourage bload banks to consciously or uu- 
consciously fail to look for or report post-transfusion hepatitis so as not 

to lose their Picenses. There WQUPCI thus be a strong ncgatfwe incentive which’. 
would compound the current gross inefficiency in determinimg the frequency 
of post-transfusion hepatitis attributable to any given blood bank. - 

PfnaJly, there rmain the problems posed by the disease itself. A uni- 
form basis for the diagnosis of hepatitis would have to be established, 
This could be done but it could not be applied universally, because it 
would be virtually impossible to obtain blood samples for analysis, . 
weekly or monthly for periods of about six months, on two mlillivn 
patients receiving blood transfusions. If a uniform basis for the diag- 
no&s of hepatitis were defined but could not bc applied universally, 
there would be no basis for comparison of performance among blood banks. 
Each blood bank must strive t3 achieve the lowest Petrel attainable 
within the realities of the local situation. . 

Because patients frequently receive massive transfusions in one geo- 
graphic location and their post-surgical care and followup In another, 
there vould be substantial difficulty in relating actual cesr; of hepatitis 
to the source of the causative agemt. The cost of S-ollohing all. recipients 
of blood and identifying all eases of ,transfusion-rclatc6 hepatitis would 
be very great and an equitable means for distributing the charges for 
such activities has not been identified. 

In summary, the proposal to monitor hepatitis sates of individual blood 
banks would lead to expenditure of great amounts of none! for no certain 
benefit, on the basis of a concept (maximxm acceptable Emit fog diseases 
which are conceivably preventable) which is itself unacceptable to a 
Department charged with responsibility for prcvesting preventable diseases. 
In addition, it would place HEW in the urtenable position of spending vast 
6~311s primarily to assure access to a generally undesirable class of blood 
donors, and it would do these things to the detriment of cn all-voluntary 
system which would assuredly provide the largest attainable improvement in 
this situation. 

We have dealt to this point with the major i sues in the GAO report. 
However, other issues require additional comment: 
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A. 

%. 

G. 

cjform Crit&riQl for Donx Exeiusfon 

While this is an objective that i‘s wholly desirable, ft’fs 
~extremely ddfflcult to achieve. For example, those who donate 

frequently will inevitably Become “tnvolvad” in more cases of 
hepatitis than those who da not. Simple statistical correla- 

,. 

talons could disqualify donors who are not actually virus carriers. 

‘l&e Ame! ican Blood Commission’s efforts to achieve conrnonality 
of proctiscs in blood banking will undoubtedly give high priority 
to uniform cri&eria for donor exclusion w;tshin the context of 
total needs. . 

Mandatory Reporting of Hepatitis Cases 

Mandatory reportjlng of hepacftis cases and K&i&-posftbve indd- 
vlduals by hospitals and, physicians is desirable from the 
health viewpoint. Worever, reported cases must be confirmed 
to be HBsAg-poslleive and/or to have viral hepatitis rather than 
other causes of liver function abnormality if confusion is to be 
avoided. . 

Federal Registry of Disqualified ljlood Donors _ ---- -.-___. 

There is a need to %mprowe tie mechanism by which cases of post- 
transfusion keparaeis are reported back to the collecting blood bank 
and by which information about disqualified donors is shared among 
blood banks. The question fs how to do this. GAO recommends thae 9 

I the Federal Governmcne establish a registry of unacceptable donors. 
This poses a series of problems that, taken together, argue persua- 
sively agP<nst this proposal. If the registry is maintained by the 
Federal Government, and especially ff it is maintained on a national 
b&is, important issues of the right to privacy are raised. The pro- 
visions of the Privacy Act might require that potential donors be fully 
informed of all uses that may be made of the information to be gather& 
from the donor’s blood and hbstory; donors might be deterred if they 
were told thae a Federal registry of disqualified donors would be the 
repository of negative information about thorn. The next effect could 
be a serious reduction in blood collections. Finally, thoughtful. and 
experienced blood banking experts have argued that it may not be cosc- 
effective to check every potential donor against a national registry of 
disqualffied persons. Without freedom to use a universal code number 
system, such as the Social Securit; number system, a national registry 
may be cumbersome to the extent of being unworkable, yet use’of such 
a code number system might be iu conflict with the intent of the . 
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Prfvaity act. The v;llidiry of these con~crm must br a~t~bcd kfore 
ea~‘;atkim~ on the crcatfon of a Fcdcrel rcgbsery wht& amQouttctlly 
would be costly. 

Wi:hfo ehc n~xe two rmnehs, FDA is expcceed eo issua final Good Mmufac- 
eurfng Practicce for blood bankn. Thccc 02’s will fmlud~ a requtrcmnt 
for BrJprovad recordlxcpit?g including rccorde of donor fdcneiey end the 
uleff#ate fate of collcctcd Llniee. Tlrc6c wac(lrcLi shnuld eIlow Lh@ ’ 
estublfshmcnt of ,a sound ( anor-recfpicnt IInk wandnecd by PJfA fo identify 
donolrs who shauS’d not: donate, and will perair ~rfnrntatton wfth rc~foml -- 
regfserfas fn ehc private sector to ascertefn uadcFXt conditlorrn these 
wiy be co6r-offcc&ive. l’rivacy con bc better protected in BUC~I tl psivntc- 

- sector regional system, with informntion-shaFfn$ mmg rsg1ons throup,h 
the kzkerlbcan Blood Commissfon rather thari Bn a FnGeraI nscLonal roglsery. 
Moreover, basfnpl the information system regionally would sllow regional 
charactsristlcs (llkclbhood of hepatitis vs. nccrd for blood) eo ba influen- 
&f&l f~1 detemPning the criteria for dooor disqualiffe;rtfon, 

P. Blood Bank Wnrnfnf: RC Drug Wddfcts 

The GAlI report deals extensively wieh studies ret.-md fo d&g aldfcte. 
The repore rccommet~do ehae the Secrrstcrp m&e CM’s blrtrjlny,bs with ro- 
SQCI% to drug addicts donating and selling; their bled knnw~r to blood 
bar&o and stress tltc lmporeance of not accepting thm ;&I blood donrsrs. 
It js standard prnc:ic.? e3 facludc questforpe about QF~P,: addicrion in 
donor fntc~vlews and to aelcxe only those wh5 give a fl4-pJut.iVu itibbury 

and who have na cvidsnce,of vcnbpunceure sears suggeot:ng adtiiction. 
Althwgh the basic rules tnay be broken by some blood banks, addicfn 
may obvfuusly prevarfcate when being inscrvfewed, and *.he level 0% 
vPbgfEaoce might hc fElproved, eherc fc no la& of awmmest) in blood 
bankdag of the high hepatitis risk aeeocfcrec?d with drur addicekm. 

The GM.3 mrvcy of addicts requires nome additional cwwnt. Iccnusc 
of the meehodology, one muse question the rcsules of tne nrxvcy, With- 
out supporeative daea to the coxtrnry, and fn ehe v&d”83 of the 
Ccnecr officials thcmsclves, addices wvuld have wny ssolrnd ren8onl for 
not dor;lting or cetllng t.:~c<r blood. Mdfcts rersfv#ni: trentmctte tit 
x Ceneers could have felt a social preseusc to give ciocfsllv 
aceegtablc answers; i.e., that they have donated blood or pln,mn. No 
QFOV~~$O~ was mndc for addicts vho did not wish to pxnkipate in the 
questfonnafre study. If they felt obliged to fill out a qucsefon- 
sire, the inclination to give socially acceptable am’lr’crs roigh~ hnvc 
been greater, particularly ff their anwers could Lo identi~icd wlth 
thess by Center personnel. 

Since addicts arc notoriously unreliable SOUPCCB of icformntioo, ehs 
accuracy of this survey must be qucttioncd. VmdbtcaC ion of clnlsed 
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Sk CODCUf. A%tbougb kt is standard gract%ce to avoid acctptjng 
blood from drug addicts* continuing vigi%asxe is needed to screen 
theE fma the dcxmi~ pq9ulatfm. This is cspecia%Py true because 
&up; addicts are mtbvated to obtaPn xmey to support their drum 
-3bits And, in my ca.sesS fdnd it mmzssary to se%% their b%ood. 

r’r: long as papent of do~tore arid dmg addkxs co-exXBst, this probtcz 
~1-13 contirue. BcecprtigPy, 

4 FL& will tm%~frafa t%e highest proctPcab%e levef 01 
vi~ilarse r6nz E?DA”s eomp%fa~~ce actiwii-les bn all blood 
bEi&. . 

GA42 Becovmendn t ion 

pre. the Secrceary of &2X et:+’ : Is 
able blood donors zod wriodicy1Ll 

h 2 Federal rcgfstry of \wccep -- 
dl%xminate the resistr? to d- 

blood banks for tY.iz use. -- 

.I& do not wmxo da t&h context. T’*a Privacy Act would rrquizc 
that a%1 patenefa% domxs be fu%ly f: : CIE& of a%% uses thi t cam 
$e &e of ebe information to be gar’.cred frm the donor’~ b?o~d 
2x18 history. Such a requiretzent wo~id act as a deterrent I-C donors. 
‘Be effect of this ccwld be a serfox~ rcducti>n fo bi. -.c ’ ~1~~. ions. 
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* That the Secretary of FEW dewlop a procedrwe desfgned to asmre 
that in the future rw and izq~rowd trsts are ~picmented in the 
shortest eiae pracr%cable. 

Dpgartmcnt C-tnstacnt 

We concur. Such procedam.9 khsuld &Et hue cte assCPt that2 they 

bawe been put bn pZacc ever the p8t three yeas and that the 
public Bs now and will continue to be the bcneficbsry of dLlfgene 
efforts to apply techoologic advances in this area aa promprPy as 
ti practicable. 
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Et the Secacteay 0% ilEW mph.swkee remacsh tn d~tesmtnc the --- 
. cffcsts --- the. ferozcfl blQOd ma washed bloc& hnvc GJgpost-etauslon -- -- 

pparitiIS. 
, 

we ~OtlCUle. The fisdf6tf~ cw~dcnco sPb ebffc:cy 5f ft-ceaing and 
tbilw~n~ of red blotul selhl iI? ptdflmcing post-lr,an?:fusfQa hepa- 
twis fa B~snelusive. HHll and FDA hawc brex cclfatorat~ng with the 
E&d Cross ;5a Pts effoirt to dosign aad L;rpfemcnt a study to datcrninc 
whcsber or not freezing, thawing, and/or washing of red blood cells 
rc$uces she transmission of hepatftbs by blood. Tiiis study is being 
conduceed in Japan became the prevva8ence 6f hcpatitbs is probably 
eufgisGmcly high in that countsy to overccise sczx of the problmx en- 
ecnmtered ia obitflar such studies conducted in rhc United States. 

. 

Deparrtment Cesment 

We concur, BUS hawe rcservatdons about the extert to which frozen 
csygtexxs ;8ay be exg+ested to achieve w&lo prxtbczll application. At 
presmC, it appears tlsat the largest goten .ial tenef it to humu 
heaId ohat might be fortheonSng fam freezing, thming, OP washing, 
ot a cambfnatdon of web treatuente of red cell:, is the pravcntfon 
of transfusion-related hepatieis. Ia anticfpatfon of this possibility, 
the inseru33ent manufacturing companies act:\re irr tki5 area are con- 
oicisrfng she werfaus posaibfliSbe5 for wio~lify*tig and renderiq 
less cs-pmslvc botb the eqatdyment reqlusred for these procedures anl 
the labor inwolwed in grma5l~ red cells in them ways. 

The lkpartmene is now initiating studies to antkipate the various 
possible outccm05 of studies of the effect.8 of <reczing, thawing, 
or washing of red cells on the transmissbox of hepatitis. The 
particular studjcs we have In mfcd would attempt-to define the 
fisczx1 and logistical accomodae%ons which r*ouI.d be nncessitatcd 
by warkous possible outcomes with respect LO hepatitis diminution 
Of gKewcntlon. 

Excluding for the remainder of this discuskon the issue of hepatitis 
prcventicm, the extent to which freezing aud thawing ad/or washing 
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bf red celle should aceunlly be prnctfced on a nationwbde basis, 
Bocala by 1oca2eg wit22 te dctepmincd by many scmplex variables which 
Rave yet to bc fu2ly’ d&in&. These variables certainly include but 
are not lidted to the irqm t of these special procedures on the 
shelf life ef blond and the expcnae of providing such services. 
l?zpense must cont$nu@ to be a factor in this matter bccausc the pro- 
cedures necessarily consume more materials nr d fnvolvc additional 
equfpmcnt and labcr-%ntcnci\e activfticr;. Urforcsceable technologicp 
advances of a spectacular nature conceivably could modify this situa- 
tion but are unlikely to completely invalidate this observation. 

The American Brood Comissicn’s newly formed Task Force on Region- 
a2featien wdfl be addressing such matters and is expected to prcvide 
information which t~oull bc useful j.n allocating resources to the 
alleviatdoa of the protlems raised. 
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HEW agreed (see app. a) that establkehfng litit& for, 
and periodicalby reviewing, the frequmey of pose- 
krsnsfufhxl hepatitis emanating fr8m a given blwd bank 
would be desirable, but gave the foEMwi.ng reasons for not 
dc3kng so: 

--Wo incidence rate of post-trmwfmion hepatitis is 
acceptable, HEW's stated goal, is mm&mm prevention 
of a disease and the concept oZ our proposal--- 
regulation on the basin of maxdmum acceptable rates-- 
would be inconsistent with the Dspsrtmnt's 
responsibilities and goals. 

--Most post-transfusion hepatitfis cafmf3 will be 
detected only by peri,odic dets~minatdons of liver 
function abnormalities, which vsufd have ts be per- 
formed for all blood reeipi@nt~ and woaald be ex- 
tremely difEZlt and costly, 

--The reporting of overt case5 srii poet-tran3fuebon 
hepatitis is notoriously bad; regulating on the basis 
of actual cases reported would act to encourage blood 
banks not to report cases so cijs net ts lose their 
license. 

--#The fiscal cost of the measure to patients and to the 
regulating organization is expected to exceed the 
potential value. 

--Blood from multiple donors is umd in many transfusion 
situations and, when blood comes from several blood 
banks, responsibility for hepatitis Psa uncestain. 

With present testing methods, ps@t-transfusion hepatitis 
cannot be eliminated entirely, Th63rd)fore, establishing 
%zmits sf post-transfusion hepatitis for blood cz;llectsd by 
specific blood banks would not appear eo conflict wrth IlkW's 
goal of maximum prevention, Establfdxfng LH-A complying with 
such rates is, in our opinion, a muck mc3r0 reasonable basis 
on which to regulate blood banks than csnvarting to an nli- 
voluntaql donation system with no controls ~ircr the blood PO 
prevent post-transfllsion hepatitis c3xxq3t te6ting for fiRsAg. 
Aa shorn 6.1 page 15, some voluntary blood banks have high 
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HBsAg rates; these banks would continue to operate under 
HEW‘S policy. 

We recognize, howeverl that because not all dLagr%c&ed 
cases of post-transfusion hepatitis are being reported to 
CDC, regu%ation on such a basis is presently impractical. 
HEW agreed to examine the reporting problems in connection 
with the establishment of a donor registry. (See pe 37.) 
If the reporting of post-transfusion hepatitis cases can be 
improved, we believe that HEW should seriously eoneider 
revlation on this basis. Until a determination can be 
made on establishing a reliable reporting systemDp we believe 
that the available information on diagnosed cases, togethor 
with the other indicators which show a correPation with 
hepatitis, should be used to establish priorities for and 
frequency of inspections of blood banks and to o%f@r sug- 
gestions for changes in practices to improve blood quality, 

We discussed the difficulty and cost to perfsmm tests 
for all blood recipients with FDA officials and explained 
to them that our proposal was not intended to suggoat 
testing all recipients. As a result of this discussion, we 
changed our proposal from one of establishing maximum ac- 
ceptable incidence rates for all cases of post-transfusion 
hepatitis to one covering onlgiagnosed cases. KEW was 
notified of this change on June 12, 1975. Under our re- 
vised proposal, not all persons receiving a transfusion 
would be tested to determine if they contracted hepatitis. ' 
The maximum limits would apply only to persons contracting 
hepatitis severe enough to require hospitalization or a 
docb_V' s attention. Such cases presently are required to 
be reported (see p. 261, but not all cases are reported. 
The system needed to report and establish an acceptable 
limit is available, however, and greater use could be made 
of it and more emphasis placed on reporting to CDC all cases 
of post-transfusion hepatitis. 

Regarding HEW's comment that regulating blood banks on 
the basis of actual cases of post-transfusion hepatitis 
would encourage them not to report such cases, we note that 
the present reporting system is directed toward reporting 
not by blood banks, but by State and local health depart- 
ments, which obtain the information from doctors and hospitals. 

Concerning the cost of the system, the maintenance of 
a donor registry (as described in chapter 3) should provide 
the necessary information on diagnosed cases of post- 
transfusion hepatitis. Also, FDA is currently required to 
inspect blood banks periodically. During these inspections 
information reported through the donor registry system and 
on hand at the blood banks could be used to develop actual 



APPENDIX II 

rates of diagnosed cases resulting from kl&%I from the 
various banks. 

With respect to the multiple rmr pz=t3~lem, we believe 
that when a recipient contracts post-&rans%uafon hepatitis 
and the blood was supplied by more than OES blood bank, the 
banks should share responsibility kn the S&E& proportion 
that they supplied the blood. For sxampLe, i.f a patient 
received two units of blood from two blood banks@ each bank 
would be assumed to have caused one-half QR@ cake. This is 
generally the procedure used by blood banks $0 evaluate 
whether an individual is qualified to give b8.ood if his 
blood was used in a multiple trans%w&an aftir which the 
recipient contracted hepatitis. (&e p* 30,j 

If a reliable system for reoporting post-transfusion 
hepatitis cases can be established, HEW couPQ establish a 
limit of post-transfusion hepatitis C~BBB %CS qxx%lf%e blood 
barks above which the batis' operatPons wouHd be considered , 
unacceptable. HEW could establish a perB~4 of time during 
which blood banks exceeding these PLtits vo~.'A have to im- 
prove their blood quality. 

If no improvements were made, iS?W coYl.d, in a proper 
regulatory framework B revoke the Bfeensss a% nonconfsrm- 
ing ilnterstate blood bar&s and seek to pr@~en$ 5ntrs- 
state blood banks from disseminating bloc& aaaopactsd of con- 
taining hepatitis virus. During this period IEW should make 
known to blood banks various means for impro~b-ng blood 
quality, such as drawing blood from better socioeconomic 
neighborhoods, using a donor registr$j befsro accepting donors, 
better screening blood donors, and encouraqia?g rcpcat: dona- 
tions from donors with a 10x4 risk of tranmi~tfng hepatitis. 

For example, as previously noted, sevtzva hospital blood 
banks for which we developed HBsAg positive z~stee used paid 
donors. Five of them screened donors by lim8ting payment to 
members of a specified group. The MBsAg rates for the five 
banks using controlled groups were 0.0, Q.8, 1.4, 2.1, and 
2.2 per 1,000. 

In contrast, the HBsAg positive rates dor the two banks 
which did not indicate that they used controlled groups were 
4.4 and 9.0 per 1,000. The blood bank with s;he 9.0 rate also 
did not screen for drug addiction. We bel$avo that these 
rates demonstrate that better screening 0% domxs can help 
reduce HBsAg positive rates and, consequently, post- 
transfusion hepatitis. 
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